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laventor 
Serial No. 
Filing Date 
Title 

Group Art 
Examiner 



Alexander G. SZYNALSKI 

09/427.447 

27 Oct 1999 

Stop Smoking Method & Composition 
Office of Petitions 

Brian. HEARN, Senior Petitions Examiner 



10 



Commissioner of Patents 

Post Office Box 1450 

Attn: Box DAC / Office of Petitions 

Alexandria, VA 22313-1450 

Facsimile (703) 308-6916 
BY FACSIMILE AND 
FIRST CLASS MAIL 



fv^X RECEIVED 
MUN 5 2003 

PETITIOWS OFFICE 



15 



20 



Rule 322(a)(4) RESPONSE 
and 

Rule 181 PETITION 

This is a Rule 322(a)(4) Response to the Letter Re Certificate of 
Correction mai^ed 6 May 2003. This is also a Rule 181 PETITION to invoke the 
supervisory authority of the Commissioner. 

Applicant respectfully objects to the proposed Certificatfe of Con-ectioh. 
Applicaritthus petitions for an order staying issue of the requested Certificate. 



26 



30 



;;-r 



FACTUAL BACKGROUND 
The factual record indicates that the iseued claims are intended to read as 

printed in the issued patent. The prosecution history shows the following: 

The original patent application describes a stop-smoking method. Exhibit A 

(A G.. Saynalski, Stop Smoking Method (27 Oct. 1909)). The claims cover a three 

part invention. The claims as filed recite: 

(A) an educational program; 

(B) a hypnosis program; and 

(C) lobelia. 
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The patent application describes lobelia, and Its efficacy as an anti-smoking drug 
due to lobelia's antidepressant and anxiolytic activity. Thus, claim element (C), 
as-filed, covers lobelia literally. Under the doctrine of equivalents, claim element 
5 (C) also covered equivalent substances {e.g., substances which perfomi the same 

function as lobelia, in the same way, to produce the same result). 

The Patent Examiner's search revealed no prior art which suggested 
combining education and hypnosis with lobelia. Further, the search revealed no 
art suggesting combining education and hypnosis with any lobelia equivalent. 
10 Exhibit B (Office Action (2 March ni)) 

Applicant accordingly proposed changing the term "lobelia" to encoinpass 
Such . equivalents literally, rather than under the doctrihe of equivalents. This 
amendment is permissible because knowledge generally available in the art need 
not be reiterated in the patent application itself; such information may be provided 
15 by the art. Manual of Patent Examining Procedure: § 2164.04 (2002), 

diSGUssina In re Wright . 999 F,2d 1557, 1562 (Fed. Cir. 1993) and ln re Marzocci . 
439 F,2d 220 (C.C.P.A. ,1971). Accordingly, the "Examiner agreed to consider 
claims addressed to th© use of anti-depressants instead of lobelia, but reqbeisted 
Information on efficacy in this usage." Exhibit C (Interview Summary (19 Sept. 
20 .2001)). 

Applicant accordingly provided this information, showing that 
antidepressants are known to be effective anti-smoking agents. Exhibit D 
(Amendment (19 Sept. 2001)). Applicant also requested amending the claim to 
replace the term "lobelia" with the tenri "anti-smokiny drug." This amendment 
25 makes the claim cover lobelia equivalents literally, rather than under the doctrine 

ofequivalents. The Amendment, at page 5, explains: 

Element C is broadened to encompass equivalents of lobelia 
literally. 

30 . . 
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The Specification teaches that lobelia is an antidepresssant 
acetylcholine receptor binder. Specification at 13-15. The 
Specification teaches other examples of antidepressants, jd. at 1.8 
(gotu kola extract; kava kava root). 

It is known in the art that antidepressants can be used an stop 
smoking drugs. For example, buproprion hydrochloride Is sold as 
both an antidepressant (commercially available under the trademark 
WELLBUTRIN® from Glaxo-Wellcome Inc., Chapel Hill, North 
Carolina) and a stop-smoking dojg (commercially available under the 
trademark 2YBAN® from Glaxo-Wellcome Inc., Chapel Hill, North 
Carolina). Physicians' Desk Reference at 1277 et seq. (1999). 
Antidepressants 'producej] a calming effect within the body, thereby 
relieving the stress associated with nicotine withdrawal symptoms.' 
Specification at 18, lines 8-9. This probably explains why individuals 
quitting smoking feel better when an anti-smoking, drug. Jd. at 16 
lines 12-14. 

Accordingly, element (C) is broadened to encompass stop- 
smoking dmgs generally, and dependent claims 21-24 are added to 
recite lobelia specifically. 

thus, the amendment doesn't necessarily change the outer limits of the claim 
scope, but .changes the legal theory on which lobelia equivalents are covered -. 
25 coveririg thehi literally, rather than under the doctrine of equivalents. 

: In response, the Examiner acknowledged that, as discussed in the 19 Sept 
2001 INTERVIEW Suivii\MRY, "[t]he term 'anti-smoking drug: is broader in scope than 
(] lobelia." Exhibit E (Office Action (4 Dec. 2001)). 

: the Examiner, however, changed position regarding vyhether the claim^ 
30 term "lobelia" may be so amended, arguing that evidence regarding knowledge in 

the art cannot be used to broaden literal claim coverage. Id. 

The position taken in the Office Action is contrary to law and internal 
Patent Office procedure. It thus precipitated another interview. The record for the 
ensuing interview says, "Agreed to Examiner's Amendment to place application iri 
35 condition for allowance." Eyhihit F (Interview Summary (14 Dec. i^QOI)). 



10 



16 
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Regrettably, the Interview Summary fails to specify exactly \what amendment was 
agreed to.^ 

The Office then issued a Notice of Allowability. Exhibit G (Notice of 
Allowability (15 Jan. 03)). The Notice proposed an Examiner's Amendment 

5 3t page 2. This amendment was proposed erroneously/ because it was ria^^ 

agreed to by the Applicant, nor supported by law. 

Before Applicant filed an objection to the Examiner's Amendment, the 

Office corrected its error and withdrew the Examiner's Amendment, replacing the 

erroneous notice with a Corrected Notice of Allowability. Exhibit; H 

10 (Corrected Notice of" Allowability (4 Feb. 03)). The Corrected Nqticg 

corrects the prior Notice, omitting the erroneous Examiner's Amendment. 

I he claims as issued recite "anti-smol<ing drug," not "lobelia." Exhibit I 
(U.S. Letters Patent No. 6.431.874 (13 Aug. 02)). 

15 LEGAL ANALYSIS 

Applicant respectfully believes the request for a Certificate of Correction in 

this case should not be granted, for several reasons. First, the riecords . of the 

Patent Office do not clearly and unambiguously show the claims were printed in 

error; to the contrary, the record shows the Office corrected a potential eror in a 

20 timely fashion. Second, the error alleged is not correctable under 35 U.S.C. § 

2j54 aa a. rnatter of law. . Third, the error alleged is not "of coitsequwnce" as is 

required under 35 U.S.C. § 254. We discuss each in turn. 

The Patent Office Record does not 
25 cleariy and unambiauouslv show error 

An issued patent is presumed valid. 35 U.S.C. § 282. This presumption 

iricludes a presumption that the Patent Office acted correctly in reviewing and 



What waa. agreetd to, was. entry of an Examirwi's Amendment when and If the Examiner vyouW 
make of.record prior art teaching the three-part Gombination of (A) education and (B) hypnosis and 
(C) a non-lobelia anti-smoking drug. 
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issuing the patent. See Superior Fireplace Co. v. Majestic Prod s. Co... 270.F.3d 
1358, 1381 (Fed. Cir. 2001). This statutory presumption of validity must be 
rebutted by clear and convincing evidence. E.g., Ethlcoh. Inc. v. Quioa . 849 F.2d 
1422 (Fed. Cir. 1988). 

5 Here, the factual record fails to establish "clear and corivincing" evidence of 

the alleged error. To the oorilrary, the record shows the claims as issued were 
correctly issued vis both the prior art of record and the papers of record. The 
proposed Examiner's. Amendment would have violated both law and internal 
Office procedure, and the Office accordingly rectified this potential en-or. 

"•O It hiay be argued that the Examiner intended to Include the Examiner's 

Amendment in the Corrected Notice of Allowability, but the Examiner's 
Amendment was omitted inadvertently. This theory fails to establish "clear and 
convincing" evidence of error, because it is entirely speculative, and relies, on 
speculation rejgarding the Examiner's subjective intent. Evidence regarding the 

15 Examiners intent - speculative or otherwise - cannot be relied oh In proving 

"error." See Super ior Fireplace Co. . 270 F.3d at 1369-70 (parol evrdence is 
generally not allowable to prove typographical or clerical error). The file Itself, and 
the Manual of patent EXAMrNiNG Procedure pursuant to which the file was 
processed, both indicate that the claims issued correctly. 

20 It may alternatively be argued that the Corrected Notice of Allowability 

was intended to replace the original Notice not completely, but only partially, 
leaving some unspecified part of the original Notice (the Exarhlner's Amendment) 
in piace. Assuming the Corrected Notice was Intended to replace the original 
Notice only partially, it is incumbent on the Office to clearly communicate to the 

25 Applicant what part(s) of the Noticf Is intended to be changed, and what part(s) 

remains unchanged. Sneaking an Examiner's Amendment into the claims by 
deceiving, the Applicant regarding the status of the amendment would divest 
Applicant of Its statutory right to have the Examiner's decision reviewed by the 
Boiard of Patent Appeals. 
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Here, the Office failed to clearly apprise Applicant of any intent to replace 
the erroneous Notice only in part. No continued intent, to change Applicant's 
claims was communicated to Applicant, nor even to the Patent Office's own 
Publications Branch (who saw no error in the claims), nor to the Patent Office's 
^ own Office of Patent Qual ity Review (who saw no error in the claims). Having 

failed to notify Applicant (nor the other branches of the Patent Office) of its intent 
to enter an unauthorized amendment to Applicant's patent, the Office cannot now 
do so. 

10 Issuing these claims "by mistake" would 

require three different PTO departments 
to each independently make errors 

Issuing the claims in error, would require three independent Patent Office 
departments to have made three independent errors. First, the Patent Examintar 

15 would need to erroneously fail to include - nor even mention - the Examiner's 

Amendment in the Corrected Notice of Allowance mailed to the Apfjlicant. 
Second, the Patent Offi ce Printing Branch would need to negledt to read the 
prosecution file and properly enter the Examiner's Amendment in the printed 
patent. Third, the PIO's own Office of Patent Quality Review would need to 

20 overlook the mismatch between the Examiner's Amendment and the to-be- 

published claims. , 

It is not impossible that these three independent departments of the Patent 
Office would each independently err. It is not impossible that these three 
independent en"ors would coincidentally pertain to the same part of the patent - 

^5 the single most important part of the patent. While it Ts not impossible, the record 

fails to show "clear. and convincing" evidence proving these three separate errors. 

To the dontrary, these alleged en-ors appear contradicted by the file. This 
is because Office procedure empowers the appropriate PTO Group to investigate 
the factual basis for a .Certificate of Correction, and to prepare a report 

30 ddcumenting these findings. Manual of Patent Exam. Prog. § 1485 (M2). 

Here, no such report appears in the file. No report appears to have even been 



-6- 



06/04/2003 12:33 973984B159 



REG PATENT ATTORNEYS 



PAGE 11 



Alexander G.SZYNALSKI 
Serial No. 09/427,447 
Respoh&e and PtiHtion 
Page? 

requested. The Office's own failure to bother to request such a report intimates 
that the Patent Office believes the report would not provide any evidence to 
support II itj errors alleged. 

5 The error alleged is not 

correctable under 35 U.S.C. 254 

The patent statute provides a variety of procedures to correct the alleged 
error. A Certificate of Correction is not one of them. 

10 The claims do not have an 

"immediately apparent" 
tvpoqraDhical error 

The purpose of Section 254 is explained in its legislative history. In 
introducing the bill to the House of Representatives, Representative Lanham 
16 explained, 

The pui-pose of this bill is to save time and money and also promote 
efficiency In the operation of the Patent Office. The Patent Office is- 
issuing approximately 40,000 patents a year. There are 15 linotype 
machines , at the Government Printing Office engaged in doing 

20 . nothing but the necessary printing for the Patent Office. Naturally, in 

the work at the Government Printing Office, and also in the work at 
the Patent Office itself, in such voluminous printing, certain .' 
tVDoaraDhical errors appear and fjatents are frequently issued under 
seal with these errors. There has been a custom prevailing in the 

25 Patent Office for 30 years, whenever these errors are detected, 

which are clearly clerical en-ors, to append a certificate of correction V . 
to the patent to show that the error was a tvpoamDNcsil JBrror . and 
the certificate explains this. 

30 65 Cong. Rec. 6842-43 (1924) (emphasis added). Section 254 thus allows 

correction of typographical errors. Clerical or typographical errors, are "generally 
understood to include simple mistakes such as obvious misspellings thai .ar& 
immediately apparent Upon viewing such a misspelling, there is ho doubt that a 
mistake, indeed, a clerical or typographical mistake, has occurred." Superior 

36 Fireplace Co. v. Maje stic Prods. Co. . 270 F.3d 1358, 1369-70 (Fed. Cir. 2001) 

(italics added). An example of an error immediately, apparent , is an error which 
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"renders the claim meaningless when read literally." Saraent-Welch Scien tific Co, 
V. J/B Industries. Inc. . 496 F.Supp. 972, 978 (N.D.III. 1980). 

Here, the mistake alleged is not "immediately apparent" on reading the 
Claims. The claims are not "meaningless when read literally." There is no 
5 allegation that "upon reading the claims, there is no doubt that a mistake, indeed a 

clerical or typographical mistake, has occun-ed." To the contrary, the issued 
claims read clearly, and are fully supported by law, by the art of record and by the 
prosecution history. There is no allegation to the contrary. 

10 The alleged error is not subject 

to a Certificate of Correction 

The Request FOR a CERriFiCATE of Correction alleges that the patentee 
has claimed more than it had a right to claim. Procedures to correct this kind of 
alleged error are available under any of 35 U.S.C. g 135 (interferences); 3 5 U.S.C, 

1 5 g 251 (reissue). 35 U.S:C. S 302 (ex parte reexamination); and/or 35 U.S.C. S 311 

(/nrerpa/tes reexamination). 

..In contrast, the kind of error alleged is not correctable under 35 U.S.C. § 
254. This is because alleged errors which change the scope of an issued claim 
cannot be corrected by a Certificate of Correction as a matter of law. This is 

20 because "Where a proposed correction involves a change In claim scop^, the 

reissue statute is controlling, not the provisions of law governing Certificates of 
Correction." In re Arnott . 19 U.S.P.Q.2d 1049, 1054 (Com mr. Pat. 1991), citing 
Eagle Iron Work s v. McL anahan- Corp. . 429 F.2d 1375. 1383 (3"^ Or. iQ70): 
accord. \n re Shirduchi . 204 U.S.P.Q. 513 (Commr. Pat. 1979) (request to correct 

25 claims requires claim amendment beyond the scope of Certificate of Correction; 

the proper route to amend claims is a reissue proceeding); see also Superior 
Fireplace Co. v. Majestic Prods. Co. . 270 F.3d 1358, 1375 (Fed; Gir. 2001) (as a 
matter of law, an alleged "mistake" that would change the scope of a claim "must 
thus be viewed as highly Important and thus cannot be a mistake of ^minpr 

30 character.'"). 
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The Certificate of Correction requestor Is well aware of the procedural 
safeguards mandated in interferences, reissues, ex parte reexamination and inter 
partes reexamination. The requestor is well aware such safeguards do not exist in 
reviewing a Certificate of Correction. See Hallmark Cards. Inn v lAhman , 959 
F:Supp. 539, 543 (D.D.C. 1997) ('the PTO conducts a thorough and 
comprehensive review of a patent in reissue and reexamination proceedings" 
while "Certificates of Correction [] involves a far le-ss intrusive examination of a 
patent for minor, typographical, and clerical errors"). The requestor attempts to 
have the Office shortcut required procedural safeguards, by using an inapposite 
procedure. Granting this request is respectfully believed beyond the Office's 
statutory authority; 

The requestor has not alleged 
any "error of- consequence" 

A Certificate of Correction should only be requested if the error alleged is 
"of consequence." Manual of Patent Examining Procedure § 1480 (2002), 
I lore, it is not. 

Here, the. Request for Certificate of Correction says, the alleged error . 
Is "of consequence" because the patent holder ls asserting the patent against thes . 
requestor. Contrary to the Request for Certificate of Correction, asserting 
the patent against the requestor does not make the alleged error "of 
consequence." To the contrary, asserting the patent against the requestor moots 
the Certificate of Correction. 

This Is because a Certificate of Correction has effect only "on the trial of. 
actions for causes thereafter arising." 35 U.S.C. § 254, le., causes arising after 
the Certificate of Correction Issues. Southwest Software, inc. v. Harlequin Inc. 
226 F.3d 1280, 1295 (Fed.Cir. 2000) (Certificate has prospective effect only). 
Thus,, the Certificate should have no effect at all on the already-pending lawsuit. 
This rule IS logical; if the Federal Circuit allowed Certificates of Correction to 
retroactively change patent claims, then every accused infringer would file a 



-9- 
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blizzard of requests for correction, making resolution of pending infringement 
actions impossible. 

The requestor haa alieady been sued for infringement; The Certificate of 
Correction request sliould have no consequence on this already-pending litigation. 
Rather, the accused infringer's remedy for allegedly over-broad claims would be to 
prove in the pending litigation that the Issued claims ar6 invalid vis the prior art. 
Because the alleged error is not "of consequence" as a matter of law, the Office 
should accordingly deny the request. See Manual of Patent Exaiviining 
Procedure § 1480 (2002). 



POINT TO BE REVIEWED 
Whether the Office should issue a Certificate of Conrectbn in this case? 

15 ACTION REQUESTED 

Applicant respectfully believes a Certificate of Correction is not legally 

issuable on the existing factual record. Applicant accordingly requests that the 

Office deny the third-party Request for a Certificate of Correction. 

20 ENCLOSURES 

The exhibits discussed and a Petition fee are enclosed. 

Respectfully submitted, 

25 ^ ^ 

Esq.rReg.No. 35,325 

le 2G03 

Phamriaceutical Patent Attorneys, LLC 
30 55 Madison Avenue, 4th fl, (P 4014) 

Morristowh, NJ 07960-7397 

Direct ® (973) 984-0076 

Mark.Pohl@LicensingLaw.N6t 
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SDrttGoert Sefninars\Petition re Certificate of Correction.doc 
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Stop. Saokxxtff M&thod and Cons>O0ition 

By Alexander Goen Szynalski 
A portion of the disclosure of this, patent document contains . 
inaterial which is subject to copyright protection. The copyright 
5 owner has no obiection to the f acsiim-i 1 « reprociuction by anyone of 
the patent disclosure, as it appears in the Patent and Trademark 
Office patent files or records, but otherwise reserves all 
copyright rights whatsoever. 

Baokqr-otm<~ ^ 

prior art discloses many stop-smoking, products aiid 
methods incliiding, for example; <A) education to educate smokers 
regarding smoking, its physiological .dangers and addictive nature, 
and conscious teclmimue» to stop smoking; <B) hypnosis, to use the 
unconscious mind to stop smoking; and (C) nutrihional supplements, 
15 addressing the nutritional challenges with regard to stopping 
■ • ■ ■ smoking.' ■ 

Sainin>a3rv 

While using ea<>h one of these throo elements is known, in 
the art, I have found that by combining all of these three/ 
20 elements together, they act on the three areas most inport ant for 
, stopping, smoking - the 'conscious mind, the .tmconscious mind, and 
• the body ' and are synergistically effective in helping people to 
stop smoking. 

This synergy was unexpected. I am a Certified. Hypnotist 
25 and am a Nutritionist, with over twenty years experience in the 
fields of hypnosis, seminar presentation and nutrition, i am a 
member of the American Association of Professional 
Hypnotherapists,, the National Guild of Hypnotists, the 
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International Association of Counselors and Therapists, and am 
certified by the Hypnodyne Foimdation, I am listed in Who's Who 
■ in. .Executives and Professionala . and I was a finalist for the 1999 
Ernst & Young Entrepreneur of the Year award, i have been a 

S special guest on numerous national television and radio prograins, 
and was, featured on the #1 television fitness show in the countrY- 
I maintain a practice in Cedar Knolls, New Jersey. I have 
successfully used hypnosis in niany types of situations.. . I have, 
for ttx<uiipie, worked with athletes to iinprove their athletic 
10 performance/ and have worked witli corporations as a sales and 

personal -development trainer. I am driven by a sincere passion for 
helping people maximize their personal potential and overcoine 
addictions to smoking and food. I enjoy a reputation for 
extaremely high buoccss through nry seminars. 
15 . Detailed Descritjfcion 

J^y invention therefore conprises three elements: (1) 
education for the conscious mind regarding smoking, its 
physiological dangers and addictive nature, and techniques to stop 
smoking; (2) hypnosis for the unconscious mind, which hypnftFtig . 
20 addresses the unconscious mind and its way of affecting behavior, - 
and (3) dietary substances, to address the physiological needs 6f.- 
a person entailed in stopping smoking. 

Education . The first eleinent of my invention is 
education regarding smoking. This educational process can include 
2S addressing the benefits of a regular exercise program. Thus, the 
educational materials or program educates the smoker to engage in 
some form oif liglit exercise. Not only will exercise help clear 
the body of the toxins acquired through smoking, but exercise will 
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also help release endorphins which relieve stress as well as 
making you feel good. Exercise will rapidly reverse the damage 
-done. to the body from smoking. If the smoker has not engaged in 
exercise for a long time, or the smoker has a weight problem or 
5 any othftr health problem, the smoker should consult their 
physician before starting any regimen of exercise. 

In addition to this, I have found that in my preferred 
embodiment of my invention, the education program- also addresses 
the physiological progression of smoking, its physiological 
10 dangers and addictive nature, and some, conscious techniques to 
stop smoking. 

© 1999 ^ 

. The physiological progression of smoking entails three 
discreet steps. Knowing . these steps helps the smoker recognize 
15 them as they occur,' and thus recognize the needs they fill. 
Stage 1 - Light a cigarette and inhale. This takes about 7 

seconds. The deep breath of the inhale increases the 
flow of blood and oxygen to th6 heart and you feel more 
relaxed (not due to the cigarette, but due to the deep 
20 . breath) . . • 

. Stage. 2 - Seven seconds to fifteen minutes. later, nicotine enters 
the liver, which . in turn releases sugar into the 
bloodstream. This results in a physical uplift (not fro?n 
the cigarette, but from the release o£ sugar into the 
25 bloodstream) which then in turn causes the pancreas to 

release insulin into the bloodstream. This gives, you an 
energy boost. Normally, it is a toinporary energy boost 
because the inusele cells of the body arc resistant to 
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insulin. So what happens is that your energy level goes 
"up and then crashes, all over again. In fifteen minutes, 
you want to start smoking again due to the tense 
feelings you experience from your energy level being 
5 reduced, What we cuggeet ic for- you to sensitize your 

body to insulin. Before we suggest how you do this, you 
first should study the two diagrams pictured below. To 
better understand this phenomenon, we will provide an 
in dessth clarification of the diayx*4iiia. 

10 Stage 3 - Fifteen to twenty minutes after beginnincr to smoke, the 
nicotine interrupts the normal transmission of neurons 
by competing with acetylcholine at the nerve teirminal, 
producing such effects as an . increased' heart rate and 
respiration,, along with, f «olings of toneion and of being 

15 ''wired up." It also increases arousal and a sense of 

well-being and focused attention. A side benefit to 
understanding this step is .to- take proper nutrients so 
you do not allow this physical and physiological 
• progxession of smoking to occur. This will help with 

20 ^ maintaining or even reducing weight and increasing lean, 

irruscle tissue.. 

In my preferred embodiment, the smoker is educated on 
the physiological dangers and addictive nature of stnoking. These 
. dangers are now so widely known as to not need to be discussed in 
25 detail here . . 

In. my preferred embodiment, the person is educated on 
the benefits of modifying their daily diet. This addrossos 

4 
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potential weight gain problems, one of the biggest fears; of 
smokers. 

Regarding potential weight gain, why do we gain weight 
when we stop smoking? Muscle cells become more sensitive to 

.5 Irsulin. In my prof erred enJjodiment, thexrefore, I recQnimend : 
- Avoid refined carbohydrates. All carbohydrates start out in 
their rarest edible form as complex, but we make them refined by 
processing, preserving, storing, drying, and cooking. 
. Increase physical activity, especially five to fifteen minutes 

10 after meals. * 

• Take 100 inicrograms of chromium along with the proper 

cof actors, one half hour before each meal with a full glass of 
water. The product containing chromium (CHROMIUM CHELAVITE«) that 
I prefer Is TH.IMSPA®, available from Vitamer ica, Inc., Cedar 
15 Knolls, New Jersey. 

• ..Acquire a. cigarette cessation product containing the herb 
lobelia, which aids any withdrawal that some may experience. 
Lobelia is a natural herb that tricks the body into thinking it is 
nicotine, but it does not havo the eide effects. In- the profcrred 

20 embodimeaat of .my invention, l recommend CIGSATION", available from 
Vitamerica/ Inc.,. Cedar Knolls, New Jersey. 

• . '^^^ back on drinking coffee and other caffeinated beverages. : 
Sometimes the . stress or anxiety that qtiitters experience is. due to 
the physiological effects of caffeine oh the nervouc fiyetcm and 

25 not due to withdrawal from nicotine. Try drinking decaffeinated 
. tea or some other warm decaffeinated beverage. Drinking a hot tea 
provides the same psychological effect as drinking hot. coffee. 
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Eat healthy, nourishinff, non-p-ronessed foods: and take a good 
vifcainin supplement. Remember, the 200+ toxins in cigarette smoke 
-have helped deplete the body of vitamins. Five cigarettes can 
deplete all the vitamin 'C in the body! By eating a healthy diet, 
5 you will recover your health more quickly. 

In my preferred embodiment, the smoker Is educated to do 
this for at least the first week, preferably for the first 21 
days,, after stopping s^c^oking Eat 3 meals a day, including 
• C breakfast 

10 •* Have protein and compl<=jx carboliydrates with oach meal 

• Avoid s-ugar 

• Drink 8 glasses of non-caloric liguids a day - drink water with 
lemon, seltzer, herbal tea, etc. 

- Keep a pitohe^r of water on your desk and you'll easily, drink 8 
15 glasses a day 

• Between meals, drink firuit juices or eat a piece of fruit 

• Eat lots oif traits f vegetables and salads 

• As soon a» you finish eating, leave the table and go brush your 
teeth 

20 • Use mouthwash. whenever possible 

In my preferred . embodiment , the smoker is admonished : . 
to not skip any meals (and never miss breakfast); to limit 
refined" sugar intake (and read packaging labels).; to avoid 
beverages with caffeine (tea, colas, coffee, hot chocolate) ; and, 

25 i£ you rmist have them, drink tea or coffee out of a juice glass- 
using a straw;, and NO alcohol. 

We described above the change in blood sugar levels 
caused by esmoking and the physical and emotional response it has * 
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on the body. If yoxir blood sugar level gets low, you will p5Tt,her 
crave a cigarette or something sweet. In either case, it will 
-boost your blood siigar level for 10 to 20 minutes and then cause a 
crash, triggering another urge for a cigarette or a sweet- By 
5 eating 3 meals a day,, you will tend to have a stable blc>od sugar 
level, and this minimizes cigarette and eating urges. " Eating 
protein with carbohydrates at breakfast sets the stage for stable 
blood sugar levels all through the day. Protein with complex 
carbohydreitesi stabilizes the blood sugar. 

1 have alGo- found it ugeful to teach persons iguit ting 
smoking, to carry a nonfood item such as a swizzle stick or a low 
calorie food such as celery or carrot sticks. Use these to gratify 
any oral habit that has been developed, by the conditioned response 
of putting your hand to. your mouth 2bO times a day, as if you were 
13 a one pack a day smoker, - , 

By providing the smoker with this kind of educational 
program,: the smoker is able to consciously and analytically 
understand their need to smoke and to approach the decision to . 

BiaokQ._or to not smoke, in an analytical, dispacsionat© manner . 

20 . , Hvpoiosis . In addition to the conscious, analytical 
mind/ one can aid the stop-smoking process by using the 
subconscious mind. In iiy invention, it is important to use both 
the conscious mind - via the educational program discussed above - 
and the' unconscious mind, with hypnosis . 

25 The subconscious mind dominates your thinking and 

behaviors. It is programmed using repetition and. the subconscious 
mind basically behaves for two reasons. It tries to take you 
towards pleasure and it wants you to stay away from pain- For 

7 
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exacple, when you have a cup of coffee, you grab a cigarette; you 
get into a car, you grab a cigarette; you get stuck at a light, 
-you. grab a cigarette; you get a break at work, you grab a 
cigarette; you have a cocktail, you grab a cigarette. If you do 
5 not experience these triggers, you raay very often go many hours 
without having a cigarette. It is iitiportant that you identify 
these scenes so we can then break the connection of the cigarettes 
to the scenes. 

WiUh hypxiubia, the subconscious mindi no longer aids the 
10 body to smoke more often, but rather aids the body to stop 
smoking, during precisely those periods when a smoker is 
accustomed to having a cigarette. Instead of the subconscious 
making the body scream for nicotine after a meal, or with coffee 
or alcohol, the subconscious will help the emokor remain calm and 
15 pain free, . 

When used to stop smoking, I have found that in my 
preferred embodiment, the hypnosis focuses on interrupting 
"conditioned responses" generally, and specifically, on 
interrupting the response to smoke. . Conditioned responses are 
20 actions .(e,g,, reaching for a cigarette) motivated not by a 
conscious ly*-perceived need, but rather by linconscious habit • 

Is smoking more of a physical or more of a psychologica:! 
addiction? For example, how many tinies have you gone two, throe 
or four hours without even smoking one cigarette and then in 
25 another hour you may smoke four, five or six cigarettes? Why is 
that? It is because- certain events, or certain times of the day 
can trigger you to smoke a cigarette v Therefore, iU xfe> i^ecessaxy 
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to break tlnese unconscrirniFi rronr^ect-iotis ^ and siach breakage occurs, 
I found, most efficiently using unconscious means - hypnosis. 

In ity preferred . e£mbodijnent of my invention, the hypnosis 
is done in-person and is reinforced later with prerecorded media 
5 such as audio-t&pas- 

Hypnosis techniques are knoxAm in the art. in irv 
preferred embodiment, I prefer the in-person hypnosis to follow a 
six-step protocol. The six steps are (1) neuro- linguistic 
programming, (2) physical positioning, (3) progressive relaxation, 
iO (4) occupying the critical /analytical factor, (5) a process of 
suggestion, :and (6) changing the language of the subconscious. 

(1) Neuro- linguistic programming is a technique known in 
the .art- it; is described in detail in the following works written 
since the 1960's. 
i5 The Str ucture of Maaic . Vol.1 - Richard Handler /John Grinder 
The Structure of Maaic , Vol.2 - Grinder /Handler 
Pattemia. of Hvnnotic Techniques of M,H^ Erickson . Vol.1 - 
Handler /Grinder 

Patterns of HvpnottG TQchn-irni^ g__of M^H. Erirkson . Vol.:? - 
20 . Grinder /Handler 

Frogs Into Prince a - Handler /Grinder 

Tranc^_onnations - Grinder /Handler 

Ueina ypTir Brain for a Change - Richard Handler 

Time fo r a Change - Richard Handler 
25 Persuasion Bnoi neerinCT - Richard Handler /John La Valle 
' The Adventures of Anybody Richard Handler 

SclgTic:e __and Sanity - Alfred Korzybski 
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ISQC^OCimpn..Thera^ - The Psychiatric Techniqu^.q of Hrickson - Jay 
Haley 

- Training Trances - John Overdurf / Julie Silverthorn 
Mv Voice Will Go With You - Sidney Rosen 
5 ThcoG are incorporated herein by neference. ' 

(2) Physical positioning is inrportant, to maintain the 
subject in a. state which is both relaxed, yet not sleep^prone. 

(3) Physical Positioning and Progressive Relaxation 
follow the metho<2s known in the art/ instructing the subject to 

10 progressively relax each part of 'their body. This can be done 

with instructions to,: for eacan^^le, physically perform some act, or 
• to xnentally visualize some relaxing phenomenon. 

(4) Occupying the critical / analytical factor is 
accoirrpliohod iifi my preferred embodiment by having the subject 

15 perform certain tasks which both require -some conscious attention, 
but also are not so difficult or cornplex as to absorb the 
subject's entire mental capacity. 

(5) The process of suggestion is important to repeat . 
for an effective period of time - usually at least daily for about 

20 twenty one days. This time may, however, be less when the subject 
is relaxed, or is in a highly-emotiOnal state. 

(6) The last step is changing the language of. the 
subconscious- This is done by repeating a dooired mcEJ&age - e-g,,. 
"I am free from smoking*' - often enough that the desired message 

25 replaces an undesired message in the subconscious mind. For 
exair«>le, one technique is to get friends, coworkers, and family 
members to help you, by a;»klncj them to congratulate you for not 
smoking, . The best way to accoit^lish this is to stick your hand 

in 
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out to a frxend or family member, askina th«*. 

^ • asXing that person to shaXe your 

hand and congratulate you for beinrr . , 

y u for bexng a nonsmoker. men that person 
congratulates you, it is a rv^.„■ • . i^e^^son 

y u, xt xs a positive reinforcement. The (former) 
smoker benefits f.om this positive feedback ^r, . ' 
5 ^ . leeoiDack, and from knowing that 

5 they are doxng well- i„ stopping .moking. , - . 

in another techni^e X found successful, snaking ■ 
described as like having a best friend. Psychologically, the 
cig. t.. Xmagine having 

your best friend ther« for yo. ..d then iosing him or her. Vou 
10 would not feel ve^ good losing, .our be.t f.i^.. 

discover that your best friend was abusing your children, :.st 
llkeiy you would not feel the 3am« about losing your best friend 
YOU would .till We .ome .ort of attachment, but. now you would be 
able to reason your way out of not having u.is pe...„ a friend 
15 .in rc^ preferred eirbodiment, the e^xcational program teaches 
smokers to look at smoking in the same way. 

in my preferred embodiment of my invention, hypnosis is 
al^o administered by- listening to a prerecorded audio script which 
provides stop-smoking massages and positive feedback for not 
20 smoking:. Such audio tapes are commercially available, xn ^ 
. preferred eni,odimerit, I use an audio tape titled "Smoking 
cessation,-, published by Vitamerica, inc., Cedar Knolls, New 

3»^-vibamerir^ nnrt,, to be listened to once every day for 
an effective length of time, generally about tw^ty-oh^ d«y3.' 
25 Dietary Substances. The thir-d element of rn<r iavencion 

is using proper dietary substances. These address the 
physiological needs of people breaking their physical addiction to 



11 
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nicotine- Further, ona of the biggeet fears of amokers is that, 
in stopping smoking, they will gain excess weight. Thus, in my 
"preferred eitibodiment, • in addition to the dietary substances that 
support normal form and function while recovering from a smoking 
3 addiction, one also uses dietary substances 'that support normal 
form and function for those seeking weight-loss or to reducQ 
weight gain. In my preferred embodiment, I recommend CIGSATION^ 
and TRIM SPECIPICS^w^ dietary supplements by Vitamerica, Inc., 
Cedar Knolls, New Jersey, www. yi tamer ica , com 
10 To aid the reader's understanding, I will discuss first 

the biological^ basis of the smoking addiction. I will then 
discuss the dietary substances and the dit^t moci-ifications 1 have 
found effective to combat the physical smoking addiction - the 
addiction to nicotine. Finally, I will discuss dietary siibstances 
15 to control weight gain. . . 

What causes th© addiction to niaotina? Tho nervous 
system is divided into two anatomical divisions. The first is the 
central nervous system, which is composed of the brain and spinal 
cord, "■'the second is the peripheral nervous system, which includes 
20 neurohb louated outside Che brain and spinal cord, which includes 
* any nerves that enter or leave the central nervous .system . The 
peripheral nervous system can be further divided i^to the efferent 
division, whose neurons carry signals away from the brain and 
spinal cord to the peripheral tissues, and the afferent division, 
7.5 whose neurons bring information from the periphery to the central 
nervous system. 

Nerve impulses are transmitted along a path of cells 
called neurons. The neurons form a knot-like mass called ganglia.. 
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These neurons are CQTin^.af.€^ci by a series of bridges. The bridge is 
called a synapse. In order to cross the bridge, a 
'neurotransmitter is required. Before the neirve impulses reach the 
relay station or bridge, they are referred to a pre-ganglionic 
5 neurons- After crossing the synapse, tihey are referred to as post- 
ganglionic neurons. The basic neurotransmitters of the anhonomic 
nervous system are acetylcholine and epinephrine. Acetylcholine 
mediates the transmission of nerve impulses across autonomic 
ganglia in both the sympathetic and parasympathetic nervous 
10 syati^msi- 

Niconine Receptors. These receptors, in addition to 
binding acetylcholine, also recognize nicotine. Nicotine 
initially stimulates and then blocks the receptor. There is a 
competitive inhibition taking plcice. In lay terms, the receptor 
15 has a greater affinity for nicotine than -for acetylcholine. At 
the same time, nicotine increases the level of the 
neviro transmitter dopamine in a particular brain pathway which 
associates a molecular link between nicotine addiction and this 
pleasure producing pathway. This iss why nicotine causes such as 
20 stron^r physiological addiction. Recently, scientists at Yale and 
at the Pasteur Institute in Paris have found that the beta 2 siib 
unit of a known nicotine receptor in the brain is a critical 
component in nicotine addiction. 

TO combat this nicotine addiction, it is useful to use 
25 lobelia. Lohelia, inflate, (also known as Indian Tobacco) is a 
plant. This plant contains three nicotine-like ingredients : 1) 
lubeline, 2) lobelanidine, and 3) lobelanine. On close inspection, 
of these three ingredients one can notice that all are symmeahri ral 
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molecules. In other words, if you out them each in half, each 
. half is the same. The only exception is with lobeline, which has 
-a slight difference on one side of the inolecule. I refer to each 
of these three compoimds, their analogs, and derivatives, as 
5 "lobelia." After explaining ©ome basic phyb'iulugy, you will see 
why lobelia is in^ortant- 

Nicotine causes an increase in blood pressure, increases 
intestinal inotility, stimulates the central nervous system, has an 
anti diuretic effect (ability to retain water) , affects heart 
10 rate, affectss respiration, is hig-hly soluble and crosses the 
blood-brain barrier, produces some euphoria (feeling of well 
being), arousal, relaxation, and it improves attention, and 
crosses the placenta ineicbrane and is secreted in the milk of 
lactatlng women, 
15 The chronic effects of Nicotine include nasopharyngeal and 
bronchial irritation,' lung cancer, cardiac irregularities, 
stimulated salivary secretion, and reduction of gastric acidity.. 

Let us now consider the structural formulas for the 
active constituents in lobelia. Because of their basically 
20 symmetrical structure, it appears that they have an advantage in 
coirpetlng with nicotine at the effector cell site. It is 
postulated that these components can attach themselves to the cell 
site from either side of the molecule end perhaps crowd put the 
nicotine. Later, after the nicotine is eliminated from the 
2S system, lobeline will replace nicotine at the effector cell site. 
While nicotine is rapidly eliminated from the body within 16-24 
hours, the wiLhdrawal sym^toiiisj can last for several weeks to 
several months, depending upon the individual , 
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Lobelia's action in the body mimic e ' that of . nicotine^, 
btat does not have the physiological dependence of nicotine. 
Lobelia exhibits a cross tolerance with nicotine, is one of the 
most ugeful systemic relaxants, has a relaxation effect on the 
6 central nervous aystem/ haa a xtsloxing action on the autonomic 
nervous system, has a general relaxing action on neuromuscular 
action, is a power ful . respiratory stimulant, equalizes circulation 
and relieves vascular tension, provides a truly holistic action, 
with a. conibination of stimulation and relaxation, and also 
10 provides the holistic action of a general relaxant with dif fueivo 
stiimilation. 

Recently, scientists in Japan have discovered an 
antidepressant component in the leaves of lobelia inflata. This 
probably explains why individuals feel better when Lakixig lobelia,. 

15 Given this physiology, the phys-iologic needs of a smoker 

can be addressed using lobelia. In addition to lobelia, I have 
found that other herbal substances are useful as dietary 
substances. Thus, in iny preferred erttoodiment , lobelia is used 
along with wood betony, fennel seed and licorice root and several 

20 Other herbs.' • 

In addition to these vitamin- type nutritional supplements, in my 
invention one needs lobelia. Lobelia is also known as Indian 
tobacco '.or wild tobacco and ie native to North America * It 
includes three components significant here : lobeline, 
25 lobelanidine and lobelanine. It is pharmacologically similar to 
nicotine^ but does not have nicotine's physiological dependency. 

Xn my preferred embodiment of my invencioni I have found 
it beneficial to include certain other supplements derived from 
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plants and herbs. Each the individual ingredients improves the 
fiinction of lobelia alone, as each provides a specific function to 
• enhance the efficacy of the product. 

Wood Betony. Wood betony is used for its sedative and 
5 bitter proportico . Zts an ti -hypertensive prbJjerLies relieve 

nervous tension and dilate blood vessels, thus producing a calming, 
effect. Wood betony can relieve headaches normally associated with 
nicotine withdrawal- Its bitter tonic properties also aid in 
nicotine withdrawal - 

- Fennel Seed. Fennel seed has been recognized to have 

carminative and stimulant properties. It has been reported to have 
a spasmolytic effect on smooth muscles. As a result, it can be 
used for dyspeptic discomfort, gastrointestinal discomforts and 
congestion of the upper roepiratory tract. Since chain smokers 
15 normally have a smoker's cough resulting -in congestion of the 
lungs, .fennel seed can aid in treating that congestion. One of 
the constituents from the volatile oil es^ressed from fennel, is 
anethol. Anethol lias been shown experimentally to reduce 
secretions of the upper respiratory tract (i.e., lungs). 
20 , Licorice Root; The major active ingredient in licorice 

root is ^lycyrrhizin. The glycyrrhizin is responsible for a 
vasopressor response, which is similar to that occurring in 
nicotine. However, . while it mimi.cs that response, it also exhibitc 
anti-inflammatory and an. antitussive effects that is coit5>arable. to 
25 codeine in potency. This is due to the derivative. 18 Beta- 

glycyrrhetinic acid which prevents smoker's cough. In addition, 
tlio flavonoids in licorice root have recently been shown bo have 
Strong antioxidant and anti-hepatotoxic activities. These 

If; 
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activities will help cleanse -hhe body of the free radicale and 
other toxic substaaces. generated from smoking. Licorice extracts 
-are often used in anti-smoking preparations as a flavoring agent 
to mask bitter nauseous or other undesirable tastes from other 
5 components of the preparation. Licorice can "also be used to treat 
stomach irritation arising from nicotin^^^ usage- 

In addition to the foregoing, 1 have found it useful to 
use also blue cohosh, black walnut husk, chamomile flower, gotu 
kola leaf extract^ kava kava root, peppermint, sarsaparilla root, 
)0 slippery elm bark, valerian root/ bayberry fruit, myrrh, passion 
flower, ginger root and eucalyptus oil. Thus, in my preferred 
^nbodiment, 1 use each of these, for the following reasons. 

Blue Cohosh- It has demonstrated ant i- inflammatory 
activity in animals. Blue cohosh caix be used for nervous 
IS disorders. 

Black Walnut Husk. Black walnut husk is a blood 
cleanser and oxidizer. It has been shown to be useful in Ixing 
disease and has strong anti-fungal and antibacterial properties.. 
It is a rich dietary soxirce of protein;, iodine, chromium, 
20 potassium, manganese, vitamin A and the powerful antioxidant 
vitamin C- 

Chamomile Flower. ChairKDmile flower has essential oils 
that contain d variety of glycosides^ aiad other iiuporUcint 
constituents and chemically related compounds. Several of the 
25 therapeutic constituents of the volatile oil are chamazulene and 
alpha bisabolol oxide A, Chamazulene has demonstrated anti- 
inflammatory activity, pain relieving, wound healing, 
antispasmodic and ant i -microbial properties/ Alpha bisabolol has 
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anti-inflammatory, anti-microbial and anti-peptic activities. 
Matricih has been found to have a sufficiently stronger anti- 
' inf lainiaatory effect than chaxnazulene . 

< 

Gotu Kola Leaf Extract. The gotu kola leaves contain.. 
5 properties that have been shown to accelerate w:>-und healing, 

improve memory, relieve fatigue and stress, increase mental acuity 
and improve behavioral patterns. This produces a calming effect 
within the body> thereby relieving the stress associated with 
nicotine withdrawal symptoiius . 

10 Kava Kava Root, The active ingredients in kava kava 

root are a group of compounds known as the kavalactones . They are 
recogniared for their biological activity as a sedative, anti- 
convulsive and tonic. Additional constituents in kava kava root 
have demonstrated muscle relaxant activity and havo been used f or 

15. their ability to coinbat nervous anxiety and unrest, Kava kava also 
has expectorant properties- This allows the heavy smoker to 
expectorate residual mucus from the lungs. 

Peppeirnlnt. Peppenaiiit yields <x volcttilt^ uil Llxctt. i» 
composed mainly of menthol* Menthol has long been recognized as a 

20 cooling agent in topical preparations. Also present are many other 
ingredients, some of which have been characterized to have 
biological activity. One such constituent is bisabolene, which has 
demonstrated to have anti- inflammatory activity: Other 
constituents in peppermint include f lavonoids such as hesperetin 

25 and 'rutin*. Also present are tocopherols, carotenoids, choline and 
azuleiies- Azulene isolated from peppermint demonstrated anti- 
inf laitimatox'y aaad antinuclear effects iii experiment eil animals. 
Peppermint oil is extensively used as a flavoring agent. 
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carminative, antiseptic and local anesthetic in cold, cough and 
other preparations. Peppermint and their oils have been used in 
"traditional, medicine as a stomachic, stimulant, antiseptic, local 
anesthetic and antispasmodic in. treating indigestion, sore throat, 
5 nausea, diarrhea and colds. 

Sarsaparilla Root. The major coirtponGnt of karsaparilla 
is. a variety of steroids which include sarsasapogenin, smilagenin, 
sitosterol, stigmasterol and pollinastanol, and their glycosides 
(saponins) including sarsasaponin (parillin) , smilasaponin 
10 .(smilaein), aarsaparillooide and 'sitosterol glucoside* 

Sarsaparilla is reported to have hepatoprotective, diuretic and 
anti^ inflammatory activity. 

Slippery Elm Bark. The principal constituent of 
slippery elm bark is mucilage. The mucilage has demulcent 
15 (soothing) and nutritive properties. It can sometimes be used to 
soothe irritated liongs. 

Valerian Root. Valerian root has a variety .of 
constituents but the major one, valerenic acid, produces a nerving. 

or sedative effect. Valerian has CMS depressant activities. a 
20 result, in states of agitation normally witnessed by smokers 
during withdrawal, this will have a calming effect. It has also 
been shown that in conditions of fatigue, the herb has 
demonstr-ated stimulating properties* 

Bayberry Fruit. Bayberry fruit has been recognized to 
25 have, a toiiic effect. 

Myrrh. Myrrh is reported to have astringent effects on 
mucus membranes. It is otten used as a tlavor component to mask 
bitter ingredients. It has also been used as a stimulant and 



86/04/2003 12:33 9739846159 REG PATENT ATTORNEYS PAGE 



expectorant* The expectorant p-ropesrties will help tlio sinoker 
remove mucus and phlegm from the lungs. 

Passion Flower. Passion floweir contains indole 
alkaloids, flavonoids and steroids • The indole alkaloids and 
5 flavonoids have tranquil izijxtj tjffects. Anxiolytic and hypotensive 
activity has also been reported. 

Ginger Root. Ginger root is used to coinbat nausea and 
vomiting, which may accon5)any nicotine withdrawal. 

Eucalyptus Leaf Oil. The leaves contain .05 to 3.5% 
10 oil- Tho oil COnsiete itioctly of cucalyptol (1, B-cineble) . It is 
used in an anti-smoking formula as an e:^>ectorant to hialp remove 
mucus from the lungs . 

In my preferred embodiment of my invention, these 
dietary sulDstances are used as fovmd in cigSatIOW*' 100% natural 
15 Cigarette Replacement System, commercially available from 
yitamerica/ Inc.^ Cedar Knolls^ New Jersey 07927, 
www . vi t^erica , com > Each of these dietary substances adds to the 
benefit obtained from using lobelia alone. 

In addition to addressing the physical nicotine 
20 addiction, I find it useful to address the smoker's fear of 

excessive weight gain, by using a "weight control product i " a drug 
or dietary substances useful in controlling unnatural weight gain, 
such dietary substanceis include chromium/ choline/ inositol, 
vanadium, gynema svlvestre, lecithin, vitamin BS^ ginseng, zinc, 
25 mahiiang, kola nut extract, spixulina, and methionine. Several of 
these are known physiological stimulants y which increase 
thermogfenesis in the body and thus promote expending calories, i 
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will discuss each in turn, and its usefulness in a weight-control 
product • 

Chromium. What is chromium? It's the mineral that no 
: body can afford to be without. Like iron, copper and zinc, 
5 chromiiam is. one of the 16 essential trace ralner-inX;^. the body needs 
to keep healthy and fit. And for people who are overweight and out 
of shape, chromium may be the most precious mineral of all., in its 
biologically active form, it helps insulin to metabolize fat, 
convert protein into muscle ^ and convert sugar into energy. 
10 Chromium- activated insulin actually increases almost twenty times 
the amount of glucose available for energy production, optimizing 
energy output so that you feel healthy and alive. 

Chromium is the "master'* nutrient for controlling blood 
sugar. It helps overcome sugar cr-avingi, wliich is a problem with 
IS many overweight people. It also plays an .important role in 

controlling blood lipids p lowering harmful LDL cholesterol/ and 
increasing beneficial HDL cholesterol • 

Research shows that a chromltim deficiency may be a 
widespread, problem. Many people, such as athletes, diabetics, 
20 mothers and the elderly, are at especially high risk. A lack of 
chromium can ingpair insulin function, thereby inhibiting protein 
synthesis and energy production- More seriously, it can even lead 
to type II diabetes and heart discaDCp 

In my preferred embodiment, the chromivim is a form of 
25 chromium cpmmercially available under the trade niame CHROMXIM 
CHEIiAVITE7«, available from Vitamer ica, Inc. of Cedar Knolls, New 
Jersey. 
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The most biolocrically active form of dhromiiiTn, the tni€^. 
GTF chromium/ is the basis for the molecular stmctiire of CHROMIUM 
• CHELAVn?E?«- Studies on CHROMIUM CHELAVITE?« at a leading Utah 
university have shown that this form of chromium is . clearly 
5 superior to hvoth chromium picolin^te oiid chromium polyxait;otiriate 
in absorb ability. It had an absorption rate that was 53% greater 
than for chromium picolinate and 91% greater than that observed 
for chromium polynicotinate. 

choline.; Choline is one of the most beneficial - 
10 nutritional supplements. Technically, it is not a vitamin, ovon 
though it is essential for human life. There are three major 
functions of choline among humans. It is needed for building cell 
structure, it prevents or minimizes unhealthy fat deposits in the 
liver, and it acts as a precursor to acetylcholine* Acetylcholine 
IS is a neTorotransmitter in the. brain which -is responsible for nerve 
impulses^ memory, learning, mood elevation and depression control. 
Choline has a very positive effect on the health of the 
liver. It is a lipotropic .agent (fat eliminator) thcit c^in cut. away 
fats in the liver to be used instead of energy. ■ Choline aids in 
20 weight loss by facilitating Growth Hormone (GH) releasers, 

controlling cholesterol, and helping control the appetite. It also 
helps reduce the "gut transit time", the amoxuxt of time it takes 
food to move through the inteetineG. In addition to helping speed 
food through the system, choline also plays an important role in 
25 the body's ability to metabolize fat and cholesterol. 

Inositol. Inositol is a niember of the B coitplex of 
.vit«minfe>. It provides a calxciiug eflecL, nourishes brain cells^ 
helps reduce cholesterol, slows artery hardening^ prevents eczema. 
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and is needed for hair growth and mefcaboliam . it is foimd in high 
concentrations in the brain, and serves as a brain cell menibrane 
•stabilizer. Inositol also helps in lecithin formation, and aids 
the body in the metabolism of fat and cholesterol. 
5 Vanadiiiin. A trace mineral like chroralmn, vanadium is 

essential for cellular activity and for the formation of bones and 
teeth. It also inhibits the synthesis of cholesterol and lowers 
certain forms of high blood pressiire. It works remarkably well as 
a powerful insulin mimic and has been shown to normalize blood 
10 sugar levels^ even in diabetics. 

Gynema Sylvestre. This tropical herb is beginning to 
receive much attention due to iitpr'essive results in recent 
studies-. Gynema Sylvestre appears to have a positive effect in 
lowering blood sugar levels^ especially in diabetics. Keswarch 
15 also suggests that it can help curb sugar: absorption. 

Lecithin. Lecithin is part of every single cell in the 
body^ but has . its greatest concentration, in the brain. About 17- 
20% of the brain is made up from lecithin. Lecithin is an 
emulsifier- It is used in th<a Tti^mif acture of chocolate, because it 
20 keeps it liquid and it keeps it moving. Lecithin does the same 

thing for the fat in the human body; it keeps it moving, right out 
of the body. 

Lecithin is a natural diuretic and an eiEfective 
cholesterol reducer, :It helps prevent the buildup of cholesterol 
25 on arterial walls, thus improving the circulation of the blood. 
One study that examined 900 men for atherosclerosis (fat deposits 
in the arteries) showed that those with more than 36% lecithin 1ji 
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the blood had no atherosclerosis. Those with Iccc than 34% showed 
evidence of the disease. 

Lecithin is also the source of two of the hardest to 
find B"Complex relatives, choline and inositol. A major function 
5 of lecithin is to supply choline in the diet- Choline (see entry) 
has the function of breaking down fat deposits in the body. Our 
bodies do not manufacture enough .choline. Therefore, we imist rely 
upon our food and supplements such as lecithin to make sure that 
we get enough. 

10 Vitamin B6, Vitamin aidta in more bodily functions 

than any other single nutrient. It facilitates the body's use of 
carbohydrates,, proteins and fats; It promotes mental perfomiance 
by aiding in the transport of amino acids, which are used by the 
brain to increase mental energy and memory. It also promotes the 

15 transport of cholinei and aids in the breakdown of glycogen, the 
primary .fuel for the brain. 

Ginseng. For centuries, the Chinese have testified to 
the beneficial effects of Ginseng on longevity- Ginseng provides 
stimulation to the entirisi body, helping to overcome stress and 

20 fatigue. Ginseng can regulate and normalize blood pressure and . 
blood sugar levels. It has been called a cure-all and has also 
been claimed to be a inild sexual stiiriulant. Over all/ Ginseng has 
Q phenomenal effect on the body's energy level. 

Zinc. • Zinc is another irrportant trace mineral that is 

25 used by more than 200 enzymes to keep the body's major metabolic 
systems going strong. In addition to its role in metabolism, zinc 
is a pocent antioxidant, profoundly important in enhancing the 
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imrnune system, stiitoilating cellular growth, reducing ©access levels 
of damaging free radicals, and improving general health- 

Mahuang. Mahuang, also known as ephedra, contains a 
potent alkaloid, ephedrine. This natural stimulant increases the 
5 ba sdl irtetabolic rate, which helps to h^ur'n cjccXuxies more 
. effectively- It has also been used as a remedy for kidney and 
bladder problems, as well as for colds, asthma, and hay fever. 

Kola Nut Extract- This is a natural stimulant that 
increases energy and stamina. It has been found to be very useful 
10 in preventTTiQ fatigue. Kola Nut Esctraet also acte as a tonic agent 
for the heart, and it is sometimes useful in relieving pain, 
neuralgia, and headache. 

Spirulina. This famed blue-green algae contains 
concentrations' of nutrients unlike any otlitsr tdinglts greiin, plant 
15 or herb. This super nutrient is a natural-ly digestible food that 
aids in protecting the immune system, in cholesterol reduction and 
in mineral absorption. It also helps to cleanse and heal, while 
also curbing the appetite. 

Methionine. Methionine is an amino acid that assists 
20 the gall .bladder function by helping to synthesize bile salts, it 
is a lipotropic substance that prevents the deposits of and 
cohesion of fats in the liver. It is also reported to be a growth 
hormone releaser • 

It serves as an antioxidant in the brain • It helps 
25 prevent the buildup of heavy metals and plays an ircportant and 
essential role in the production of the brain neurotransmitter 
choline'.: jjlethionine is. not found in tlie body. Therefore, it must 
be gotten via food and supplementation. It is also a good source 
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of. sulfur, and its therapeutic lipotropic effects help to 
eliminate fatty subetances from the body. 

Each o£ these dietary substances can be found in TRIM • 
SPECIFICS^, available from Vitamer ica. Cedar Knolls, New Jersey. 
5 • www ■ vi t amer i ca , com . 

Without further- elaboration, it is believed that on© 
skilled in the art can, using the preceding description, utilize 
the present invention to is fullest extent. The exaitiples I 
discuss here are included as the preferred embodiiuent of my 
10 invention, and not to further qualify the description. 
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I claim: 

1. A method for helping a tobacco smoker to stop smoking, 
said method comprising the steps of: 

5 (A) providing to a tobacco smoker an educational progrcim to 

educate said tobacco smoker's conscious niind, said educational 
program including education both on the disadvantages of smoking 
and on conscious techniques to stop smoking, 

<B) providing to said tobacco smoker at least one hypnosis 

iO program to train said tobacco smoker*. 3 aubconaciouc mind to 

discourage said tobacco smoker from performing smoking- behavior, 
and 

(C) providing to said tobacco smoker lobelia in an amount 
effective to aid in the reduction or cessation of said tobacco 
15 Eitioker'e craving to smok*^ hobacco, - 

such that said tobacco smoker can be helped to stop smoking • 

2. The method of claiiti 1, further coroprisihg the step of: 
(D) providing to said tobacco smoker / wood betony. 

3. Tlie method of claim 2, further comprising ; (E) 
20 providing to said tobacco smoker, fennel seed. 

4. The method of claim 3, further corrqprising the step of: 

(F) providing to said tobacco smoker, licorice root. 

5. The method of claim 4, further conrprising the step o£; 

(G) providing to 5=?aid tobacco smoker r black walnut husk, 

25 Chamomile, kava kava root, peppexmint, sarsaparilla root, valerian 
root, bayberry root, passion flower, ginger root, eucalyptus leaf 
oil, lecithin, vitamin B6, ginseng, zinc, spirulina, and 
methionine. 

on 
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6. The method of claim 1. where said h?tn3iiosis program 
con^)rises prerecorded media useable by said tobacco smoker when 
alone. 

7. The method of claim 1, further con^rising the step of: 

5 (D) providing to said tobacco smoker, at l«i4'»t one weight- control 
product . 

8. The method .of claim 7, where the weight control product 
includes at least one stimulant. 

9. The method of claim 8, vrtiere the stimulant: is selected 
10 from the group consisting of mahuang, kola nut extract, gotu kola 

leaf extract and myxrh, 

10. The method of claim 9, wherein the weight control 
product comprises jchromium* 

11- A product to aid a tobacco- smoker ia ceasing to .smioke - 
15 tobacco/ said product comprising: 

(A) means for educating said tobacco smoker's conscious 
• mind, said educational program including education both on the 
disadvantages of smoking and on conscious* techniques to stop 
emokizig r 

20 (B) means for hypnosis to train said tobacco smoker's 

subconscious mind to discourage said tobacco smoker from 

performing smoking behavior, and 

(C) lobelia in an eunoxint effective to aid in the reduction 

or cessation of said smoker's craving to smoke tobacco. 
25 12, The product of claim 11, further comprising:. (D) wood 

betony* 

' 13. The product of claim 12, further comprising: (B) ferax^el. 
seed. 

03^ 
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14. The product, nf claim 13. further comprising: (F) 
licorice root. 

* 15. The product of claim 14, further coirrprising: (G) black 
walnut husk, chamomile, kava kava root, peppermint, saxsaparilla 
5 root, valerian root, beiyljerry root, passion flower, ginger root, 
eucalyptus leaf oil, lecithin, vitamin B6, ginseng, sine, 
spirulina/ and methionine. 

16. The product of claim 11, where said means for hypnosis 

comprises prerecorded media useable by said tobacco smoker when 

» 

10 alone* 

17. The product of claim 11, further comprising: (D) at 
least one weight-control product, 

18 • . The product of claim 17, where the weight control 
product includes at least one stimulant. 
15 19, The method of claim 18, where the stimulant is selected 

from the group consisting of mahuang, kola nut extract, gotu kola 
leaf extract and myrrh - 

20 ► The method of claim 19, wherein the weight control 
product coiiiprises chroiaium. 
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Application/Control Number: 09/427,447 ^ 
Art Unit: 3712 

The foUowing is a quotation of the first paragraph of 35 U.S.C. 1 12: 

TT»e sp«riflc«iion shall oontaln ^ >vritten descriptlott of the favendot^ and of tbe manck^jnd g^s^^^S 
and uSit, in such fijU. clear, concise, and exact temuj as tc enable any pe«oii 'J'Uf^Jf . 
pen^S OT with which it U most neatly o«nnoct*d, to mato and ««e the ^ame and shall set forth the best mode 
contemplated by the ujventor of canyiag out his invention, 

Claims 1-20 are rejected under 35 U.S.C. 112, first parogmph, aB containing subject, 
raaiusr which was not described in th« specification in .such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly .connected, to make and/or use the 
invention. 

Claims 1 and H set forth a method in ^ch lobelia is used "in an amount effective to aid 
in the reduction or cessation of said tobacco smoker's craving to smoke tobacco." However, the 

I. 

disclosure does not reveal what this amount actually is. In fact, the disclosure does not reveal the 
ther^eutioally effective dosage amounts for any of the substances disclosed, so the specification 
is non-enabling for all of claims 1-20. Simply making reference to an OTC product, such as 
"Cigsation" or '"^Mm Specifics" is Insufficienl to meet the disclosure requirement since OTC 
products do not always label the dosages or contents of the.of the substattces fhey contain. 
' 35 U.S.C, 101 reads as followsr 

Whoever invents or discoveis any new and useful process, macliine. mauufaotiire, or composition trf matter, or 
any new and useM iraprowment thereof, may obtain a patent therefor, subject to the oonditioiis aad 
requirements of fhis title. 

Clahns 1-20 ai« rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility. 

Claims 1-20 are a claimed method in which he craving to smoke is alleged to be reduced 
or ceased by the use of education materials, hypnopsis, and the ingestion of naturally, occurring 
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• substances, such as lobelia. Additional substances, such as wood betony, licorice rootj and 
peppermint are also alleged as being therapeutically effective. However, there is no evidence 
that the combined use of educational materials, hypnosis, and the recited natural substances 
produces a therapeutically effective method for leduciu^ or cliuiuiaiing a cravixig for sniokmg. 
There is no clinical i evidence that the combined effects will produce the claimed result. In 
addition, the reference to Schneider et al. (US Pat 5,414,005) contains a stotement in coliiimi 3, 
lines 5-9 that orally iingested lobeHne has never been shown to be thmpeuticaliy effective in 
reducing a craving Ifbr smoking. Since the other requu*ed steps of providing educational 
materials and providing hypnosis have also never been shown to be therapeutically effective, 
there is no reason tb assume that the combined usage of educational materials^ hypnosis: mA 
lobeline will be therai)eutically effective. 

The following is a quotation of the appropriate paragraphs of 35 U.S-Q 102 liiatt foirothe 
basis for ^e regections under this section made in this Office action: 

A pfi^isba sh^l be' entitied i£> a paitent unless * 

(b) :the Invention iv$3 patented ar described in a pdmed publication in this or a foreign comi% or in pnhUc imw m 
in thb cAontry, more than ono y»ar pdcr to the date of a|splicaticn €or patent in thd tfniie^Mnti^, 

Cimns 1-20 ^ rejected under 35 U,S,C. 102(b) as being anticipateid' by adimltSBd* jprior 
art to Vitaiiienca Inc i- 

AppUcant*s dkclosxire adraits (page 5, para 4) that lobelfaie is utilized Mi a known 
mgestible product kn0wn as "Cigsation"* Applicant's disclosure (page 2€, pas^ 2) adtints ib^ 
the rmiaining claimed substances are contained in a known prior art ii^esllffelie product ciaUed 
"Trim Specifics*'. A|>plicant's disclosure fiirther admits (page 1 1, para 4) that the hypnosis: and 
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education steps are ioontained in a known prior art tape program called '*Smoking Cessation", 
All of these products are available from a common source, known fls Vitamerica Inc., and are 
availalble on the internet at wwwMtamerica-com . Since each of these products derives from a 



common source, it 



is reasonable to presume diat they are intended to be tised together in a 



method for addressing a smokixig addiction. 

Any inqtiiry concerning thia conimiimoation should be directed to Sam Rimell at 
telephone mjtnher (iO^) 506-5626. 



Sam Rimell 
Primary Examiner 
Art Unit 3712 
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Addffifia: COMMISSIONER OF PATENTS AND TFUDEMARKS . 

WaaWngton, D.C, 20231 ( 



1 APPUCATtON NO, [ 


PltlNQ DATE j 


P1R3T NAMED INVENTOR 




ATTORNEV DOCKET NO. 
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Application No. 


ApplicanUs) 




09/427 447 


SZYNALSKI, ALEXANDER 


Interview Summary 


CaOfcN 


Examiner 


Art Unit 






Sam Rimell 


2156 





All participants (applicant, appllcanf s representative, PTO personnel): 



(1) S3m Rim^ll . (3) 

(2) A/farfc PohL (4) . 

Date of Inten/iew: 19 September 2001 . 

Type: a)S Telephonic b)0 Video Conference 

c)P Personal [copy given to: 1)D applicant 2)n applicants representative] 

Exhibit shov*^ or demonstration conducted: d)DYes e)S No. 
if Yes» brief description: . 

Claim(s) discussed: 1 and 11 . 

Identification of prior art discussed: Cooper et al. . 

Agreement with respect to the claims f)^ was reached, g)D was not reached. h)S N/A. 



Substance of Uiterview including description of the ger^eial iialure of what was agreed to if an agreement was 
reached, or any other comments; iFxam/ner_g_agfg_ested claims 1 and 11 to define non-invasive educaUonal 

techniques, unlike those of Cooper at aL which are invasive to the body. Examiner agreed to consider claims 
Bddressed to the use of anti-deoressants instead of lobelia, but requested information on efficacy in this usage . 



(A fuller description, if necessary, and a copy of the amendments which the examiner agreed would render th^a r.laims 
allowable, if available, must be attached, Also, where no copy of the amendments that would render the claims 
allowable is available, a summary thereof must be attached.) 

!)□ It is not necessary for applicant to provide a separate record of the substance of the interview(if box is 
checked). 

Unless the paragraph above has been checked, THE FORMAL WRITTEN REPLY TO THE LAST OFFICE ACTION 
MUST INCUJ.OE THE SUBSTANCE OF THE INTERVIEW. (See MPfEP Section 713.M). If a reply to the last Office 
action has already been filed, APPLICANT IS GIVEN ONE MONTH FROM THIS INTERVIEW DATE TO FILE A 
STATEMENT OF THE SUBSTANCE OF THE INTERVIEW. See Summary of Record of Interview requirements on ' 
reverse side or on attached sheet. 



Examiner Note: You must $ign this form unless it is an 
Attachment to a signed Office action. 




Examiner's signature, if required 



U.S. Patent and Tiiidomark Office 
PTO-413 (Rev. 03- 98) 



interview Summary 



Paper No. 16. 
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Summary of Record of Interview Requirements 
Manual of Patent Examining Procedure (MPEP), Section 713.04, Sutistancd of intervtaw Muat be Made of Record 

A compete wrtiten siat&mwi as to ifte substance of any face-lo-face^ video conference, or telephone interview with regard tc en applicelion mu&i oe made of racora tn me 
application whether or not an agreentfinl v^th \he examiner was reached at the interview, 

Title 37 Code of Federal Reflulationc (CFR) § 1.133 IntervlewB 
Paragreph (b) 

In every Instance where reconsideration is requested in view of an interview virttn an examiner, a complete written statement of the reasons presented at me Inten^ew as " 
wanenting favoratjie aclioh must be filed by the appllcanL An interview does not remove the neceesity for r>epiy to Office action sis spGdrted m §§ 1 . 11 1 , 1 . 1 35. <3S U. s.c . 1 3a) 

37 CFR gl .2 Business to be transacted tn writing, 
All business with the Patent or tradsmarK Offica shoutd be transacted in writing. The personal attendance of applicants or tnelr attorneys or agents at tne Patent and 
Trademark Office la unneceaaery. The action or the Patent and Trademark Office will be based exclusively on the written record in the Office. No attention wlii be paid to 
any allcgad oral prornl^e, stipulation, or understanding In relation to which there la diaQgreament of doubt 



TKe action of the Patent and Trademar<< Office cannot b© based exclusively on tfie written record in the Office if that record is itself 
Incomplete through the failure to record the substance of Interviews. 

It IS the reeponeibllity of the applicant or the attorney or agent to make the substance of an interview of record in the application file, unless 
the examiner indtcates he or ehe vvlfi do so. It le the e^canntner'd responsibility to see that such a record is made and to correct material inaccuracies 
which t>ear directly on the question oT patentaDility. 

Examiners must complete an imen/iew Summary Fomt for each interview held where a matter of substance has been discussed during the 
Interview by checking the appropriate l^oxes and filling in the blanks. Discussions regarding onfy procedural matters, directed solely to restrictton 
requinsments for which mterviev/ recordation le othervHee provided for in Section 812,01 of tho Manual of Patont £><aminlng pr^edure, or pointing 
out typographical errors or unreadable script in Office actions or the like, are excluded from the interview recordation procedures below. Where the 
substance of an Interview is completely recorded in an Examiners Amendment, no separate Interview Summary Record is requinsd, . 

The Interview Summary Forrri shall be i^iven an aporopriate Paper Mo., placed in the rlQht hand portion of the file, and listed on the 
"Contents" section of the file wrapper. In a personal interview, a duplicate of the Fomrt is given to the applicant (or attomey or agent) at the 
conclusion of the interview. In the case of a tetephor^ or video-conference interview, the copy is mailed to the applicant's correspondence address 
either with or prior to the next official communication. If additional conespondence from the examiner is not likely before an allowance or if other 
arcum&tances dictate, the form should t>e mailed promptly after the interview rather than with the next otticia- commumcatjon. 

The Fonri provides for recordation of the following InfbnnatEon: 

Applrobtion Number {6cnoo Code ond Scriot Number) 
Name of applicant 

- Name of examiner 

- Datft nf intArvierw 

- Type of interview (telephonic, video-oonfarenca, or personal) 

- Nameofparticipant(s)(applicant,attomeyoragent, examiner, other PTO personnel, etc) 
^ An Indication whether or not ar> exhibit was ehown or a damonstration conducted 

- An Ident^fbatlon of the specific prior art discussed 

* An indicgtlDn whe^sr an agreement was reached and if so, a description of the general nature of the agreement (may be by 

attachment of a copy of amendments or claims agreed as being allowable). Note: Agreement as to allowability is tentative and does . 
■ not restrict further action by the examiner to the contrary. 

- The signature of the examiner who cortducted the interview (if Form Is not an attachment to a signed Office action) 

it i9 Uif«iiaUl« Uial Uic cxaiuiner orally remind the applicant of his or her obligation to record the aubwtenoe of tho intorviow of oooh caee 
unless both applicant and examiner dgree that the examiner will record same. Where the examiner agrees to record the substance of the interview, 
or whert it is ade<»uately recorded on the Form or in an attachment to the Fonn, the examiner ehouW check the appropriate box at the bottom of the 
form which Informs the applicant that the eubmleeion of 9 eep&Tfttfi n^nnrri nf th» suhstsincfl of the interview a& Q supplement to the Fomn is not 
required. 

It Should be noted, however, that the Interview Summary Fomi will not nomnaliy be considered a complete and proper recordation of the 
interview unless Ht includes, or is supplemented by the applicant or the examiner to include, all of the applicable items required below (ioncernrng the 
substanceof the interview'. ■ .... 

A complete and proper recordation of the substance of any interview shoukj include at least the follc^wing applicable items: 

1) A brief description of the r^ature of any axhibit ahown or any domonatration conducted, 

2) an identification of the claims discussed, 

3) an Identification of the specific prior art discussed, 

d) an identrficatfon of the principal propo^d ^Rndmnnts of a RiiKstan^ natijiiR diA^iAsed, untess these are already descnbed on the 
Inten/iew Summary Form compietad by the Examiner, 

S) a brief Identification of the general thrust of the piinclpal arguments presented to the examiner, 

(The identification of arguments heed not be lengthy or elaborate. A verbatim or highly detailed description of the arguments is not 
required. The identification of the arguments is sufficient if the general nature or thrust of the principal arguments made to the 
o^mh^r can be understood in the context of the application file. Of course, the appticar^t niay desire to emphasize and fully 
describe those arguments which he or she feels were or might be persuasive to the examiner.) 

G) a general tndicBtjon of any other pcrtihont matters discussed, and 

7) if appropriate, the general results or outcome of the interview unless already described in the Interview Summary Form completed by 
the examiner 

Examiners are eixpetiBd to carefully review the applicant's record of the sut>stance of an interview. If the record is not complete and 
accurate, the examiner will give the applicant an extendable one month time period to correct the record, 

Bxamlf i«r tu ClitfcK fw Ad;ur«ii;y 

If the claims, are allowable for other reasons of record, the examiner should send a letter setting fortn the examiner's version of the 
statement atirtbuied to him or her. rr the record is complete and accurate, the examiner should place the indication, "tntwrvtew R«u»ici ok" on the 
paper recording the substance of the interview along with the date and the examiner's initials. 
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IN THE UNITED STATES PATENT OFFICE 



Inventor 
serial no- 
Filing Date 
Title 

10 . Group Art Unit 

Examiner 



15 



45 



Alexander Goen SZYNALSKI 

09/427,447 

27 Oct 1999 

Stop Smoking Methods 

2166 

Samuel RIMELL, Esq* 



Assistant Commissioner of Patents 
Washington, DC 20231 



AMENDMENT 



Please amend pending claims 1 and XI to read; 

1, A method for helping a tobacco smoker to stop 
20 cmoking/ caid method comprioing the ot^po of; 

(A) providing to a tobacco smoker a** non- 
conditioning, educational program to educate 
said tobacco smoker's conscious mind, said 

25 educational program including ednrAtion both on 

the disadvantages of smoking and on conscious 
techniques to stop smoking, 

(B) providing to said tobacco smoker at least 
30 one hypnosis program to train said tobacco 

smoker's subconscious mind to discourage said 
tobacco smoker from performing smoking behavior, 
and 

35 (C) providing to said tobacco smoker lofeK -i lia -an 

anti-smoking drug__ in an amount effective to aid 
in the reduction or cessation of said tobacco 
smoker' s craving to smoke tobacco, 

40 such that said tobacco smoker can be helped to 

stop smoking. 



11- A product to aid a tobacco smoker in ceasing 
to smoke tobacco, said product comprising: 



(A) means for educating said tobacco smoker's 
conscious mind, said educational . program 
including non-condicloning education both on ^ the 
disadvantages of smoking and on conscious 
50 techniques to stop smoking. 
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(B) means for hypnosis to train said tobacco 
smoker's subconscious mind to discourage said 
tobacco smolcer from performing smoking behavior, 
and 

(C) lobelia — an anti-smoking drug in an amount 
effective to aid in the reduction or cessation 
of said tobacco smoker' s craving to smoke 
tobacco. 



clean copy of claims 1 and 11 thus read: 

I. A method for helping a tobacco smoker to stop 
smoking, said method comprising the steps of: 

(A) providing to a tobacco smoker a non- 
conditioning, educational program. to educate 
said tobacco smoker's conscious mind, said 
educational program including education both on 
the disadvantages of smoking and on conscious 
techniques to stop smoking; 

(B) providing to said tobacco smoker at least 
one hypnosis program to train said tobacco 
smoker's subconscious mind to discourage said 
tobacco smoker from performing smoking behavior, 
and 

(C) providing to said tobacco smoker an anti- 
smoking drug in an amount effective to eiid la 
the reduction or cessation of said tobacco 
smoker's craving to smoke tobacco, 

such that said tobacco smoker can be helped to 
^Lcjp £iiiLioklxi9 « 

II. A product to aid a tobacco smoker in ceasing 
to smoke tobacco, said product comprising: 

(A) meano for educating said tobacco smoker's 
conscious mind, said educational program 
including non-conditioning education both on the 
disadvantages of smoking and on conscious 
techniques to stop smoking, 

(B) means for hypnosis to train said tobacco 
smoker' « subconscious mind to discourage said 
tobacco smoker £rom performing smoking benavior, 
and 
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(C) an anti-smoking drug in an amount effective 
to aid in the reduction or cessation of said 
tobacco smoker's craving to smoke tobacco, 

5 Please withdraw the prcviouo cancellation of claimo 7, 8, 

17 and 18. Please add new claims 21-24: 

21. The method of claim 1, wherein said anti- 
smoking drug is an antidepressants 

10 22, The method of claim 21, wherein said 

antidepressant is lobelia. 

23- The product of claim 11, wherein said anti- 
smoking drug is an antidepressant* 

15 

24, The proUu(-;L l>£ <jlcilitL 23, wherein said anti- 
depressant is lobelia. 



20 REMARKS 

Claims 1, 6/ 11 and 16 arc pending in the 

application. Claims 1 and 11 stand rejected in light of 

Cooper et al. 

Claims 1 and. 11 

25 Amendments are made to elements (A) and (C) . 

Element (A) - ^^an educational program^'' 

Cooper cannot anticipate claims 1 and 11 becaiise 

Cooper fails to teach an essential claim element. 

The claims require three elements: (A) 

30 education...; (B) hypnosis, to use the unconscious mind to 

stop smoking; and (C) nutritional supplements address iny 
the nutritional challenges with regard to stopping 
smoking*'' Specification at 1* These three elements act 
on ^^the conscious mind, the unconscious mind, and the 

35 body .'' Id, 
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The unconscious mind is progranuaed using 
repetition of stimuli, to take the subject toward pleasure 
and away fr-oiti pain. Id, at 7. The Gpecif icatior; 
discusses numerous methods for programming the 
5 unconscious, id. at 7-10. Methods of programming the 

unconscious mind are referred to as ''hypnosis.''' ' In the 
preferred yuibodiment, such hypnosis involves, for example, 
. negative conditioning. Id. at 8. ('"hypnosis focuses on 
interrupting 'conditioned responses' generally, and 
10 specifically, on interrupting the response to smoke") . 

Conditioning is ''A process of behavior 
modification by which a subject comes to associate a 
desired behavior with a previously unrelated stimulus." 
American Heritage Dictionary (2000) (available at 

35 wp/.dictioniary-coiii) Conditioning was discovered by I. P. 

PAVLOV^ who trained dogs to perform an unconscious 
response (salivation) in response to an unrelated stimulus 
(a bell) , On-Line Medical Dictionary (12 Dec 1998) ♦ 

Cooper teaches a "negative conditioning" 
20 apparatus. Conditioning is a method of programming 

unconscious response. It is not an educational program 
for the conscious -minH. The claims have be<?n amended to 
clarify that ""conditioning" is a type of hypnosis, not a 
type of education - 

25 
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Element. (C) - '"lobelia^^ 

Element C "is broadened to encompass ecruivalents 

of lobelia literally. 

The Specification teaches that lobelia is an 
5 antidepressant acetylcholine receptor binder. 

Specification at The* Specification t^achos other 

examples of antidepressants, id. at 18 (gotu kola extract; 
kava kava root} . 

It is known in the art that antidepressants can 
uocd ao otop" smoking drugs. For example, bupxupriuii 
hydrochloride is sold as both an antidepressant 
(commercially available under the trademark WELLBOTRIN® 
from Glaxo-Wellcome Inc., Chapel Hill, North Carolina) and 
a stop-smoking drug (commercially available under the 
15 trademark ZYBAN® from Glaxo-Wellcoms Inc., Chapel Hill, 

North . Carolina) . Physicians' Desk Reference at 1277 ec 
5eg. (1999). Antidepressants ^'produce [] a calming effect 
within the body, thereby relieving , the stress associated 
wlrh nicorine withtarawai symptoms." specification at 18, 
20 lines 8-9. This probably explains why individuals 

quitting smoking feel better when taking an anti-smoking 
drug- Id. at 15,. lines 12-14, 

Accordingly, element ' (C) is broadened to 
cncompaoo otop-smoking drugs generally, and dependent 
25 claims 21-24 .are added to recite lobelia specifically.. 
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Claims 1, 8/ 17 and 18 

These . claims were previoub^iy rejected as 

allegedly non-enabled under Section 112^ first paragraph. 

The claims were then withdrawn based on the understanding 

5 that the remaining claims would proceed, to prompt 

allowance. The 2A Or.t ?00l Office Action moots the reason 

to have withdrawn these claims. 

These claims comply with 35 USC 112. Claims 7 

and 17 recite ''at least one weight-control product." 

10 Claims 8 and 18 require "Che weight control product to 

include a stimulant. 

Weight control products ("'anorexants"') , the use of CNS 
stimulants as such, and the therapeutically effective 
amounts, are known nearly universally in the United 

15 States. See e.g.. The Merck Manual at 2492-93 (1987) 

(^'CNS stimulants are used to ... suppress the appetite • ^^'^ 
The failure of most obese patients to lose weight 
satisfactorily by attempting to decrease food intake alone 
has led to widespread use of anorexants. Amphetamine and 

20 related compounds ,„ are most effective for the first 3 to 

6 wk.") . CNS stimulants which are used as anorexants in 
include amphe taminil, benzphetamide , chlorphentermine , 
clortermine, dextroamphetamine sulfate, diethylpropion, n- 
e thylamphet amine , masindol, moth amphetamine, and others* 

25 See The Merck Index (1996). The Specification need not 

disclose subject matter already common knowledge in the 
art. 
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SUMMARY 



All pending claims are believed patentable over 
t.hB art. Prompt allowance is respoctfully requested. 
Respectfully Submitted, 




Reg. No* 35,325 
10 September 2001 

Pharmaceutical Patent Attorneys 

55 Madison Avenue, 4*^^ floor (P 4 014) 

Morristown, NJ 07960-6317 U.S.A. 

15 

Direct 9 +1 (973) 665-0275 
Licensinqla w@j uno . com 

20 EncloBurce; 

Physicians' Desk Reference (1999) select pages 
Merck Index (1995) select pages 
Merck Manual 'select pages 

25 
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7^^i: ... 
' \6207 




ANESTHETIG (LOCAL) 
Ambttcaine, ' 

AmnlftnnnA, ^10 

AmylQCtaiit Hydbchlbride, 656 
BoQoxlnate, J076 
Bcozocaioc^ 1116 
Betoycaincv J23S. 
BIptiftnainlne, ' 
- Bupivediiiii!//520 . ' 
Butncairo, IS31 . 
Bntamben. JSSB 

Butethainine»7552 

Carticaino, 7^0 
U]Loroprqpftine ifydtochloridc, 2210 

CxiC^vat^2517\ . 
Cydomothvcaine, 2«|0^ ..\ . 

DimethocAine; 3270' 
Dipcrtdon HydrocJiloride, J5tf0 
^doAxOGt 3523 ' . . : 
Ecgcmidixie, ^,£40 

EcfaiylChlDridii:J529 

RlirincnmR, .?Q/]7 
B-Eucaine, 3939 

Fomocaine. -^25? 
Hocylcmnc HydrocWcride* ^746 
Hye&jxytocracutie, 4894 
Isobutyl /^'Aniinobejizbate. 5;^^^ 
Letuiaocoinc Mcsviatfi. 5476 

Myrtecainc, 6^22 
t^wpaiD/^ 643S. 
OciQcaUte, 
. Oflhoeaihe, 7(^72 
Oxfithazaip^, 70^ 

FlkcmuMuic HyUiudUuTtilc, 7342 
PhaiaL7390' 
KpcrocaiRc 7ff27 . 
PirldocwjM, 7649; 
Polldocsmel, 77/7 
fVomoxui^T 7SS8 
PriloGBinc, 7924 
Procaine, 7P57 

Pmpiflnn(!5^nif% 798S 
t^ropanicdiiet 799/ 

PropcxxygaiR&Hydrocblorid^ S023 
Pscudococftinc. S097 
Pynocalne, 8197 
RopivocalA^ S4I7 
SaficylAlcQhoL d477 ' 
TetttQCaine MydrDchloride. 95J£} 

roiycaiiMi,^75!. . 
Tflmecttinc fl&JO 
Zolaminc, /p5i9 ■ 



ANGIOTSNStN CONVERTING 

INHXBITOR ^ AC£^ 



ANGIOTTEMSINIX RECEPTOR 
ANTAGC^nST gee aUo Aatihyper- 

Camtesartaii, 1788 



Trt>njiaftaTi;"5097 • 
LosartniL, 5613 
VaJsaitan. lOOSl 



ANOREXIC 

-^uwox, 497' 

AmphccIoniL 626, . . , 

••'AmptoamiJie, (525* '' 

Chlcu^icDtenQinB, 225J 
dolicbzorex, 2'4r2/ ' ^ 
Ck>fott!Jt,2440 
- aartcnniric .2^72 ' 

Qycaoxeoriae, 2776 
^Dextroan^jMannDfi Suifate, 2996 
* DioEtiylpropioEi4\?i7J ' 

/f'^CUiyUaJipliecikiuiuct- 

FcQjpropoTBx; '#CBet 
Ft^arybnvdiyliiizmhotanriae, 4^StT 

Pwiorex, 7275 • ' • * : • 
PbfliK!nqcttazme:7Jtf5 : 

PhBxitennmct 74Lf5. : . ■ 
P^nylpropanolamixid Hydrochlo- 

ad«, 7461 "c^ ... '.. . 
Picilorot* 7551" ; . . 



ANTACiCa 

AkxtcolSodjom. 252...' 
Alnmgatei 507 • . . ■ 

Alumiznmt Hydroxida^ 355 

Alnnunum Mognesium SiUc^ate, 

.5<X2 . . .■ / . 
Aldmixium'nLCSEAmli:, 57/ 

Bt^ic ALunmUm CEnbomUc Gcl, 
■ 1033 . 

Bismuth AluminftC&/ 72^ 
; B^smTUih-'PboAphate. 2316 
Butmuili Sd>g^laie» 132S 
Bismvsh: SpbnicrAtc,. 752<^: 
Calcium Caiboiuite, 75^ . 

DQtydrDxyaluminiini Sodium 

C&ibonate, ^225 
Bbiraflr,5j35 ■ • • 

Magnediuxn C&ibozutc Hydroxide, 

5696 ■ 
MagccsiuiD Hydroxide. 5706 
MnptrAhim Oxidof S723 - 
Mogncfihim Bcroxixifi, 5717 
M^whmi Fbosphate, Tribal, 

Maene&Iain Silieatee, S737 
Fotossiom Cjcme, 77SS5 ' 
Sodium Bicaibonate, ^5 ' 



ANTHELM[NTIC(CESTOD£S) 

Arccolinc, 815 
AspldilK ^7 
AspidliiDl, 402 • 
Dkhlorcwlic^a), 5J20 
EmbeUo, 3595 
KosIn,55J5 ' 



7%m^p«u£tc Category tmd Biological Activity Index 
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OUBbain. 703t 
Gbcyfcdrinc, ?Q9$ 

PmiBlccnM. 7917 
PrOBcillandin, 
RcaflraftsficnlTi, 8315 
SclUarca» 615^3 - 

SulmftxolCf 91S0 
Thsabfomine, 9418 
Vtcaarvnaac^ 'IOJOS . 
Xamoterol, I0J89 



CATION-EXCHANGE RESIN iee /on- 
_ ffxvAoTvc Ruin 



eiaC ANTAGONIST 

imide. 7933. 



CmmM. STIMULANT GYi^ Stlm^ 
utani 



CEREBRAL VASODILAtOA Vdsth 
dOaiar (Ctre^mi) ./ ^ 

CHELATINI5 AGENT ... 
Deferoxaudsc. 2914 
^ocQifa Sodium, S443 

Cdetazc DiKodium. J55tf 
ISd^tate Sodium,' J557 
Eddtaee TViaodiiun, ^5.^ ■ 

P^maiUoimnfl, 7)3 J4 * - 

PcntBtatc Calcium TriflOdhmi* 7265 
Pcirtfltic Acid, 72(55 
Succimer, 9CS4 . . 



CBOLECYSTOfONlN ANTAGONIST 



CHOLEX^FTHOLYTIC AGENT 
Cheztodiol, 

Methyl tt^Buwl Etber, 6JJJ 
MonoctBuoifi, 6S3S 

CQOLESKIIC ' 

AmwDdol,54ii ' • . 
AMthoie Trxtbioq, 683 
Azintomidc* ^5 . 
Cbolic Add. 2238 
Ocrotoic Ac2d,.23t27 
Clsnt^Hitixi, 2398 
Cyclobmyrol, 27841 
CyclavaUm. 2833 . 
CynarinCe), 2835' 
DcbydTDCbOUC AiCid, 2!/^ 
Deo«ychoKc.Add, 2946 
Dusecrotic Acidi 3248 
a-£thyZb«azvl Alcohol. 3816 
Vxi^axAKUt 39S9 
Fdnijpo]^ 3985 
P&noibutnrol, 4009 
PedpcctoL 4016 



Therupemic Category ondf Biological AcOvHy In^ex 



HymeciDmonc, 4903 

^ryMoAciS, S880 ' 
Mctochaic6na/d22:» 

CfcwIailU, 7(7/5 . 
Ox Bile E^pmct, 7fls? . 
4,4'-a^di-2'lJUEaflol, rOfit^. 
Pigrtxzolin* 7<J?jP 
4-SaUvyIoyIinorpbblliie, $W 
Smcaliik,$689' 
TsuTOcholic Acid 9242 
Tocamphyl» WQ" 



CHOLINERCIC 

AoGcU^ntsee 8266 , ; - 
A^etylcbolmc Bnunide, 87 
Acetylcholine Chiortdc. 88 
AclmanUnn waonrTfgHRTCr 116 
Beiiaipyiiqiiim fifomide, 1153 
Bethanechol Chloride. 1232 
Carbachol, 1823 

.CuiprOnium Clhlond«, /f/J , 

DeaiecadomBroEniiGe, 
Dc^Epamheo^ 2^59 ■ . 
Diisopn^yl ?arftCWoru 3242 . 
Bchouiiophafi* lodidir. 3549 
Bdto^Omym Chlonde, 3563 

■ ■ 
FiixtrethoniuiTi: 4334 • 
IsoflTiropJwte.J/P2 
McUioohQlblfi GhlcTride, 6003 
Muscaxine, 6359 
Neo£ti&nuAc;^53 
OTwpcopaniom lodidft. 

. t^yiidostumina Bromide, d^tf/ 



CHOLfNESTCRASE INHIBITOR 

Ambononuzm CHitfitit^, 4Wk ." 
I>isagmitte Bromide. i^2tf - ' 
Eptoatigmine, 
Galamhamine. 4357 



CHOLINESTERASE REACnVATOR 

Asojumc Cbloridt* 870 

QbidOKime Chloride. dA?5 
?r«lidoiximeC3ilaride,.7^ ' . 

CSS STIMULANT 
.Aminflptlue, 
AmphctwnJoe, 623 
^ Ampbetamitiil, 6.2^' 

— Bcamhctamine, 7757 
Bredocj W7tf 
Caffdne, ■ 

— aonermine,2472 ■ 
Coca,25;5 ' 

Dcmonyl FhoaphaJa; 2p^5 

DexojCftdPOl sea 3332 • 

DextroampbetfimiiiB Sulfate. 
^ DietfiylpTOpioD, 3175 
— yV-Ecfayfamptifitftmiiic, 3809- 

Etbamivdn. 3/6i . ' 

Bdfcitnm,3919 .■ 

Etryptaminc, 3937 

Pencamfam^ce, 4006 
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CNS STIMULANT ieormnued) 

fenozolpne, <025 : 
T[\jtciihyl,4236' . . . 
Hcjuicyclonate'Soiliiim, 4717 
Hompcawiin* ^T"*?^ 

M efexitmide, 5844 

ModafinU, esu 
Nikethamide, 
Pemoliise, 720^ 

— pnenflimKrazInc^ 7365 

— Fhenmctrazine. 

— Fhentcnxu'ne, 7475 
Picrot^titJ. 7570 
IHpnidpfll. 7636 
ProHnume, 7$W 
PyrovjJerone, 5/94 . 



COGNITION ACTIVATOR ue 
f^tiotropk 



CONTEACfiPTTVE (INJECTABLE) 

mstsQt, 5838 

0$79Q"- 



CONTRACtPTTVE (ORAL) 
• DMOgeSWeU 2971 

Eitiinyl Estradiol, $780 
SlhynodiQlti:A>5 
Gestodene, 4427 : 
LviwKUcfiuJt 5^59 
Meatranol, 5P7^ * 
Hazcthmdioiit, <?7P0 
' Noicthynodrtl, 67^/ 

NorgcHttcl, 6797 



comnoL OF mniAOcuLAR 
PRESSURE see also Aj^Uaicoma 



ApraclonidLDB, 791 



CONVERTING ENZYME INHIBITOR 
seeACE'lnmHor 



COaONARY VA^PILATOR sc€ 
VasodUnioif (Carotmy) 

• ■ f 

CYTOPROTECTANTT (GASTkiC) see 
also Antiukeniihe ] 

Accghuataide AlumiDum Complex 

see Z5 
Acetoxolojxc. 76 
BenesOLle HydrocMQTidci,-40f5 
CartNmoxolorxe, ijHify . 
CetTBxate, 2^7 
Quasazalenc, 45di • 
ItBO^ftdiDC, 5775 . . - 
Plttmoxot» 7di92 • 
Polaprdidnc. 7772 ' 

Sofhleooe, 8850 . 
SplzcrftixoDCt fi:ff75 

Troxiplde, 9J^7 

Zolinudtn*, 70^'20 . 



DEBRIDING AOBINT 
ColIagBDQsci 2544 

Papain. 774S . 



DECONGESTANT 

AmidephriBc, 418 
Cefanunolf 2672 
CyclopcntominjDt 25t^ 
£phe<friTSe, J(S^5 
EpincpKrlQe, 3636 
PeAOXiLZoHne» 40,^5 
IttdanMoUne. 4^7 

Kapb&zoliae, ($455 
Norrfcfifin Hydrochloride* 678S 
Ocu>drine.6&5^: _ 
Oxymotazoliae* 7J00 
Pheny]c|rtirinc HydrooWoride* 7440 
PhenyI{m>paaoliimix]e- Hydn>- 

chloridfi, 74d7 
FDeivylpfopyimeCtryJEitnlJlt, 7462 
Propylhexedrine, 8045 
Pseuaocphcdriite see 3641 

Trunazoluic. ^702 
Tuamiaoheptane, $^34 ' 
Tymaioline, PPtf5 
Xylomctazolirtc* 70279 



DEPlGl^fiENTOR 

Hyf^nrK^nniSrtft. 4A.S2 

Hydroquinm, 485^ , 
Moaobeazahe, 6331 



DERMATITIS HERPETIFORMIS 
SUPPRESSANT 



Dop&one. 288S 



umpyriditte, 9J0s 



DIAGNOSTIC AID , ; 

Alsactide, 522 
Amcricium, 410 
^ p-AmiAflhippuiic Acid, ^ . , . 
Aiii^lcne Sodium, 66ff . 
Actoomine. 811' 
ArpBXDC, ^77 

Benuromidc, 70fi7 ^ . 

tt<iKifAK- 7230 . : . ■ t . 

Ccfulctide. 2048 ■ . 
- Cotf6sccnI.Palmi,Ute, 2540 

Congo Rcdf 25^ 
. Dexantettiasoiie. 2PS^ . ^ 

Edrophomuxn OiLonde, 5562 

BviiD^«Bltte,JP52 

IHuoresccm: '^7^ . ... . 

Ottlftctose, 4555 

Glycciol,4W 

HistamiTie, <^75^ 

Indacyanl&erjQrecn* 4992 

Jnolhii 5024 

Icdlnaied Seium Albmixln 
IsOKUlpbao Blue see 9161 
\AsiXirm\, 5788 
UBtisopio[iigm,$959 • 
MeUitff^Ujte.Ctiloridc, 6003 
Metyrapone, d24tf • - 
OtercAcid.6Ptf5 ■ 
Pbnicilloy] Polylysine, 7Z33 
3 Pef«tiidMybM*cheIt 7?44 
pcQtagastrin. 7250 
Phenoltulfonphthalciiii 7597 
FhcjioItAti^cirophtbalein. 7398 
PhenrolAinlnct; 747^. 



Pipcroxan, 7^57 
Porfimcr SodilWIi 
Rose. Beoftal fl427i0^i 
Saralaftln, ^7« > < » 
Sodiidn BenzoatcifS 
Sodiom auoma 

active, see 8745 
Sodium lodiCe».i ' 
Sulfpbromoidid; 
Teripwaide Ap 
Toloftiiun C ' 
TSH, 993J ^ 
TabefMliii, SP57- 
l*abocanirixiD r 
Vitamin Bja, I 
X^fliwe, 7a«(>. 



DIAGNOSTIC AID (90|«j 
AGEOTj . 

Oadoditimidfi, 4545. 
Godopetr&etio Acdd^ 4£ 

OacSatMidc4; 4.W_%1^ 

Pcrflubfon»729P 



DIAGNOSTIC Am iB4i>id 
IMAGING AGENT) ^'^^^ 

Bwedioiuc Add ( 
. . . ^^csee IS 
D^i^'.Con) 

9*nTcie#542 
Exametaziree I ^ 

«'mTo<tf<-5A57'-;^ 
Mi2deoxy£Zuco9e^ 
lobengnanK 501* 
lofeiamine'^ < 
Lidofemn 

5306 
MediooicAcid 

7^*e«5«?7.K, 
' X^idrasiiG / 

Ps^idronlc AcxdC 

™rc iee 7235 
peaitdEcotidc ' 

ilS50 . 
Sodium Pertocf 
.Sodium Pha&bhfita;< 
• <SS07 

Stannous Pytttpfa^o 

Succimer' 
90J4 

.-V Tectmetiuin'^PTd^ 

Techttettuni ^i&t 
Technetium 

5^260 
Teti^fosami' 

see 9385 ■ .'"••ixi^ 



0U6NOSTIC AJp t^,.^. 

AcetritottceS' 
BftfiuRi SaHata'pri^ 
Buoaasaiody^f 
DiutpzoatB'Sg 
EdliodizBd Oil,^ 

locaimic Acad:'5& . 
]occtanu£ Aci'±S(l_ 
lodipamide* 5«fi?^tf? 
lodixanoL 5044-^ 



TTf^TWiffujetc CategoFy and Biologieal AeUvi^-Tndex 
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J;^;!^*: .ii^/ .li.'^): !■'',•«::■ 'Ci iV>v-.^'''i;*,>V; 






'^-^ *V V- : V, '/;.;<";r .'V'r,'> ic^'i:;-'''- ?; .,' i J'.TjjAi- 



^Vli.v -J^i^'. 





^7WtbiF^C1t$flefc5/Dtiffa^^^ Peabody Sdcleti^i- Harvard Miedtea* Schodl . 



otiht'Mffiite^ri. turn Hruccol^rf * : 



vica P'liirtt&i't of ProddrtJdm p^vj<i A/^^^^^^ ' ' ' 
DJrirtoro(\Pftor 

Mp^gar^ Product 

Sairitoi^.Projtio^ McCaii " 

PfCkiuctlon'Coirdii^^ '•' 
PDA A^m^iigon Jeffiri^ O. Schaefer ... 

Indjuii EdifirK johahriftAl: iviaziir, Robert N,: Wowner ^ " 

Sia]ii3irti^^^ Shawn W. Cahlll 



Z'S^&tuJS^f^i^S^'^^^^ l??!?^^- ?wnpany* inc. at Mcmyate, NJ Ail rtflms nssGjve^, Mono of the comml of mis pubtteation 



-.Ca»w..f>rtR»i2ilS^^ OtoJprary^. TH& PdFT Pamlly QUda Encydopedla of Medical 

r.S?5fi!?!l*!52? Alton; V/oo PhileJsitortfc /toi^AfetfwL- Suzanne BeOaH: Vke Pttsfdcnt Cwpotrtw 



^"SSSSSif ^Sv?^ ^ flTMftfcfTt flmup PuWteftec Thomas C. Rzdt;' Vto» ftWftUwt M«pH/TO BusfriMa Mono^vnent- Ertc Schlott; Sdrtfor Woo PntkSWU 
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flODUCT INFORMATION 



CLAXQ WEii^COWE iNCyi277 



loDSACra AKD. APMXNlfiTIUfnON 
^ _JlOWi- RAPID on »Wi«lMTIUVE^^ 
gmiSCULAR OR S(iBCUTAME0U8 INJEpnOril MUST BB 

[SMff Mfpw fifrr^M ^K^7 «id HSV-^Mnfktrta Inkrurw- 

"^^Wovcr 7-fainxiv «^eiy S hours tlfi mg^day) fiir T'days in 
duii p&tim^-W(th-iiannBt, renal fimcdon; In-^8dultzic)>8v 
tftntf ArndBT 12'ytisii^ of more ttct^uirata doaing c&n bo 

^^t6tb;eys^d hours (7*5^ ' ' 

^jjytirtift dose givop AbO'^e— admizuBtercd fVr'€ d^ys. 
I^^HWp^ filmpimii Sn6mgMf*t4.* It) me^fl infliAfid =aE a con- 
g^^^tast rata ov«r at laast 1 hour, every 6 bottia-fbr 10 dayif- In 
abla p^entft between 6 monthB aad l2 yeara df a^, 
^'aesnzaia'^doiSsgli ^dilevadliy-iuAlflix^ QOO.ZQB^m*. at 

^ plaimA cot^dex^tzatfa>Eia 'are altuMM) l^i^ InfiuLaln^ 500 
. ^ - virti' coasfto rate ovtfr'at leatfl I ^OuJi;' avaiy' 8 Imun 
^^^l^.dayB. Ob«MpaUfiiii« aboBld be dds<ed tiil^ lo^g <Ido: 
fefflgprityWaigt^^AniaTlTniiTn diitoeqpjlril^.co coo 
'j^l^^'^lto^ ahobldW be' 6kcedd«d fbr azqr patocat ' 
£?j^fitiw/(A>kMiBrCArw^ ItefortO 
fiipSAOS Alto ADJDNlSnwrClON Boctioft fiir-ifegTO- 
"' ^ndsd dooMft CUM ^ctmscchfl dosing sAtervaS aa indicated Is 



" ,." .V/ ■ • \ *;DoAintf 

tch: : ' >• .Bee(min(U)nded Doae . Oimtcs) 



10096. 
100% 

100*;. 

-.60% 



.6 
12 

24. 



rfilMtAdUyite For|iB(tientawi^,req;uiradiBl7iria,t^^ 

la hfy -l'ft* of a<yd0vir 4ufW fieinodialyaia is approD^ 
jly t hours'.' iiis rHStifti & a-eC^ft 'decriofl'itt^plaflmfl 
i&BCfiotratkms ibDsvin!s i Muxu dialyaift p«ripd« iliBra^e, , 

' I dosp ii-edininistBiad A^cf 

jfbiaiftSt;-^ No .nxpi^owepwa do^ H^pwfi to be 

I of.PTMMllon:. . Kfidi. 10^ vial c^mc&tw) acTcb- 
,.,Jnrai8i|Ulvale&t' t(> 30a fiftff of 'ncyMrl Saipli 2CknL 
loo^i^mB a^^etovlr Bodium eqairvloDt to IpDO of aty- 



gl^*'**;' rnntimtA of Viaf ' 


' Amomit of Diluent ' 


600 raff 


.-.XO mL * . • 


'="iobotoa*" 


■ " * 20 mli 



^ TBtailti^^ in aacb c^kiCaina C|0 mg OQrcloyix 

ri^L^'^Codmat^^U). Shfihtfiihe.v^ weU to QMurp 

and ft^eid! tfi BZ^,4F^ropiiata:intr»7anAttt solution 
i^ftfiahuBs^Bl^^ ^ adiniBistzB&iansdurlng.flac^ l-hotur 
^E^i^ca. trt ft**^"** Gonce&troiiiitCtM'C^cVipfo^^ 7 mg/hiX/ 
Kil^or CUM ywqyinwftrfiftd..^ ^izund- •«:p<W*b, Unn twmg^ 
pji^^^ inij 160jriL.Qf:fluld|wr 

i ki^hfir canGentratiMi9 Ce^T-^ 10 mg/mL) su^.prodoca 
cbatfa or inflMmnntVm at the injactaon stto vp^ inadrer- 
^aKttaviwdtl'm- QtiifufjiTCi. euxmAersiAllT availobTo oisc* 
"^^and -^lUbbiiia- stdntionB^^' stdtabla Ihr latravenoufl 
" ^a£tian^-brah(Sc dr colloidal flcdd» bLjod pnd^ 
i^yifdteiiiraohitianfi; flM) axetiuit recomi^MDdM.:^^i ' • 
iei;^'fniudul£bn uilhirv^ at atOB«efltratidn-of 80 mg/tnL, 
C'Hhiinld'be lufid'wtthfai IS^ioiva. Ones di!6tod 
•atzonf.aach dooe.ehould be used within S4 hoofi 
>ii»*tidifttof 'rBainBtLtnttMi«oiutioba inay rosvlt in. fhr- 
^)})v^< a 'ireczfiiUite wlticH->nU-^r«dSsaolva at ro<un 



im-mT. RtorilA viala. each cantainhlR acvdovir BDdium eroiv- 
eJent to 1000 me of ftcydflvirr tray- of 10 (NDC 0178-0$52- 

ou . . . . ■ ; ' ■ ■ • • * ■ ' ■ 

Stgr« « 16? to afi'C^SS- to 

1. O'Brien CompoH-Ricbarda^DM. Aaydwir-^ up- 
dated review of ito antiviral activity. phnnrinnnTan etic 
' ptopmi&s and t^erapentic efficacy D^iigs: lSfi9';37:233- 
■ ■ 3Wf0/ ■ ■ ■ •.'••=••■■ ' . '•• 
^ 3. Liifter B, Zeuthc'n'J. McBtWe AA, flt Idcntfflcadon of 
an £^iBtpin-BuT vlry^codad.thymtdlna IdnEuse. EMBO 

'3'. MOltic VrH* MaittvBt , I^aDphDuyittfeUftof aflyftlmrir CiMy- 

' ' ctoini&hosine) mon'ophoapKate by QMP' kin&^.. J Biol 
. * CAefrK lS60;a55:7aO4-72O7: , ' 
4. Purtnen PA, St.plau: MH, Fyfe JA^ et al Inh^tion.of . 

horpeo nrnplm Vir'ua iaduood DNX pAly»w»oB activity 

and . viral DNA . rep^c^tion , by B-(2-)iydro3Q^ 
e;thoxj;znetl;y1)ia;aan[rie and tte triphosphate., J 

.mai^fs^r?,. '.. .... . 

rifled human aiid hoxpes simplex' virus-injilacod D^A 
potymornse^ b7-^2-bsFdro]7ethcatyoip|hyl}g^^ tfi- 
phosjdvie: Q^l^cte OA pxlmer^nifls^ 

•^.BiltOuiitPVrSViAW JG, EUon OB, otiil^ Identification :0f 
> . small DNA ^vgrnenta syntkeeized in horpe«^ Bimpilexvi- 
. .rua-in&ctad oelU in the presence pf acyobvl^. Ani^' 
: , '../!m^ AguntQ.Cfutmnihtn 19B4;2&;&07-a0d.' ..-.'>• ^ . 

7. B.B7Z7 DWt 'B]om MB..A£itivira].drViSli a<QreIoviT, In; ! 

• i'harmofi^gy. ed 3. ^fev|f York: ChurchlU Uyingst^n*, 

8. i>«CIer04 El> Con^parAtlve effiesoy of .antiharpea drug^.in 
different -coll AAtimkrob .Agti^9 Cliemomr, 

. 9. MirLtiTwn n..'R1Iia MM. Huntot GA. A colorimetrio Miaay 
far the maasnrBment of tho. sensitivity of heipaa simplex 
-viruaefi to ondvlral ^bnts. AntUiUnl. Re&. l&8d;8:S23- 
••234 •■ • • 

Id. Barry DW. Nuainfiff-Lehnnan S. "VlrBl rOnfl^AMehLdin^ 
'. -i£alprBCtioO:kUli3i!Qieiyo^fiVej')e^ 

- • Wua Chmethtrapy (Bx Med Ini- Ccngr. 'S^r 667)^ *Taw 
yotkt Eicerm i^edica: 19B5:a6»-270. 

•IL Dekker Ci'EniaMNp McUranC, et aL Vitm resistante 
.'' In clinical prtCtUa/ J' Anttmicfwa Chamothgr,- Ift8a;i2 

- .(wpplB)jia7-iea. • : : ; 
la.- Bifttarirta), Gntnifta Vt Wflferi CM* ot aL PaUi«OT3c- 

- ity of 'scyi:tov{r'-resiBtant horpas simplox vim ^lypa 1 
fhun an imimunodeflcient diild. J Infect Di^ '198^46: 

• 673^.- ^ 

13, Cnxmptacker CS, Sdmippar tB, Marlowe SI, or al. Ee- 

■ ei*t«i»«itoantmrtldriigH'ofh«Jpe8=aii^ 

■ • lated Stam A ^ent treated with ocydovfc IT Engl V 

MedimjmS^M^B, • •• •■•',' 

14. W*da JC. NevrtonB, McLaren C, oi el. Intravenous acy^ 
dovir to tzeat nraboeutaneoiia herpes simple* virtiA 12^ 
fbctioA ftder marrov transplank£ktion: a donblb^bUhd 
trial; Arm 19a2;9fi!2EB-269. 

16. Bums WH, Bn«U R, SantOtt GW, et al, IfloJatinn and 
chnracterisation-of resistant iMJpos sUuplex vlruii kiflm- 

• acydovir therapy, la/ice*. .19fi3jl;4»l'=42S; 

16, Straus SB; Ttakiff HE; Seidlin M*, et al* Suppiosftion of 
j fto^eatlyrieQirring genital hfirpoK^placcbo-ccntroW 

<lauble4>hAd trial or orol n:ycluvir..W Snsl J.ifod. 

1984;8L0:l545-lBfi0- . 
f7 Col^ P. Vbrel sensitivi^ f9nowlng the mtiodurtlDn of 
. . ■ acydovir. Ai^JMtd. 198BjB&(fcuppl 2A):m-lM,' 
ia, JSrUch K3i Mini) J» Cbatis ?,.ct fll* Myt^^t^it-eca^Biaxih 

hi^pes ^^rapl***- yzrus ifitbctlbns ni potients with the 00* 

jiaire4 itiu3ei'imi[>daj&€iancy «yadzpm'e.,N .JSrt^l J Afed. 



AhtMorob Agpnti ChmoUier. Los Anffelea. W88r Abst. 
No. 9840:260. 

20. Sllja BIN. Keller ?M, Fyfo *^A, ot a!. Clinical ist^Ated of 

neipes tfimphiK vixus tape Z that indoaw 'fV/U&yniidind- 

Idnaao with altered smbetrMo ^ptxiAcity,'MHmicrob 
Affiaj^ Chemother. 108,'I:Zhm7'll2^. 

21. ColliiU E I^«r BA, NM; et at ChereeterlsatioD 
of a DNA ^l^oraoe mutAnt ef hofftM euuplax.vinw 
^om-a severoly immunocnmproAiflod patient roccMng 
wffclovir. JGflTi Viroi. lfl89;7Q:875^ 

33. HJ^ Darby Wdy P. laolnUon and charojebcrUa- 

tiw of acyel9vir rDointiwrt mwtdnto erf hert»A«.«iinp1*ix Vi- 
' raB.J''aenV;n9Z.lSaO;49:ll9-i:H. 
23- Bhun.MR. UftO SH« daMiranda F- Overview ofei^ovn' 
phArnMOOkinetic dieposf tion in adults and children- Am 
J Mod, 168Si?3;lfl6-192, 

34, Lflskin.OU Long^treth JA, Wh^vltan A, et al. B&ot of 
renal foilure on the phaTniaco3dnfitifia of acyclovir Am J 
M«d 19aa:73:lfi7-20l. 



hcmodlfjyaia on acyclovir phaanrnflHokinrtloi in patients 
with chzisnic renal mhire. Am Jtfetf. i&a2;70:zo2r2O4. 

28. Miteholl OD^ Bean B, Gentry SB, et al Acyclovir 

* ' apy'i^'niuaicatnncoua^Heipes ^plox inf^ima in' im- 
' monocompnmiided patients; L^neti 1981;l£lS6^1392. 

27. Meyers -.JU, WaOa JO/MlCdtel'l'CD, et al. MioltScentn 
coUabomtxvB trial of intcav^Muis acycdorir for .treatment 
i of mufiocutaneous heipea sixBfltfc Wroa .infisettonin ^ 
iV'iWJOiuaocdmproiniaed host A/ift JMtd' 19B3:7S:'22^ 

' .!2a5. . . . ■ 

-^•. Dataonfile^OlmiWelloanie.Inc, • . 

29. Corejr.L^jPife KH,Benodetti i?K,-,etal,]jiti»veftoufl ocy. 
. <!ljviTtiji.lh* treatmamio£pi?mfl'y gmitnj hcrpoa. Ann 
' IfuemMod. a0M;a6:ai+^Zl* . m;. • 

ap- MindelA*' Adki; lifWrSuthorland S. ei aL Jstr^veiunK 
' '• acyckrvir .tiWtmont- for primnry jfealtal :tierpae, Xonce^ 

l^sa;l;63V.-.'?00,. . 
91. WliWc/tUt.AHbnl CA, Hirtih MB» ot cil..yi4w«W»e 

sue •ocycloyit'-.ih^r^y in 'heijios siitplax annpihalitis. )i 
. £>«f/..Z;Zire(/: Ifla8;3l4.-I44'149. . . 
32. aceldenberg B. Fot««rea M» AlsBtig Id efret.Aaydavii 

viiTtf jUtt ridte'ebiuip.' In Horpea .lyxiixplj^C cooo pKnlrfaw» ml' 

domized' mnhitoistor etudy Sn .{x^nsQcutive Swedish: pa- 
tianto-twoe^t 19a4|3:707-7U." 
33r BalfiHff BBJrj Bean B. Laakin OL, et aL Acyclovir halti 
pcEwroooiDa of h<i>irpea itfiaLar inimmCA'Mytvnp'nTmifwul pp- 

• tienta.isrfi;5gf <^MW; aa98;a08!l443.l453, 
30v Shopp DHk jOanlikor P9r Ik^eyors JD. IV^Manent of vari- 

gcilla^ooter.,viiM».jUifection in aevtfrely ^mmunooompro 
:..*nuA0d.patiBnta.-^rn^/JAfbil9S6i814tai^^ ^ 
8$. >'ei)> ZMj Kahmios AJ, Josey WB^ et oL. HeUtion of 

tohistt^tholesy qf sanital horpeffvlroa.infiscticin^to cer 

vksl anaplasiAT Ca^cc/ lUs. 1B73;33:'145$^1463. 
'a6. Inekin OL. deMirandn R Kb^ DH, . et oL. ]S$Beta of pro 

benadd on the P&MKnn^kinetac6 and flhminBtiCff Of a^ 
' "cloyh- ii. hwnanfl. Mtimicroh Agentw Qhemijther 

19S2;21i804^, . ■ 
a7v atahhaann^IL Kluy S.^Uwapdowski C, et el.TlBratoge 
... mdty of acj3o«r mrnt6,^it/«^ iWjY; 10-^1-2^2. 
38. Uu IU,.Ea«i7-MO,.CHilinAky Rfi^et aL tfa wpecte d.ac 

- «<rt«Hn1n*jn m nf ftgygkwmf-ln- tgBflgLmllk wjth mtintote P 

in&ntefl(poaurB.06rfeiC!y(i*eo/. 1997;99i46a47i: 
ay; Mem tUi deTtfiTpnila P. eOiBtajJt?, »a «». Atydgvlr la hu 
^ " ximn hreaat milk. Am J O&ftflf .GiyTtecoi: lfl8B;15&W 
'* 588. • • ■ ;, 
40, Boelkct J, Schtttffert) M^ Danoola B, et al. MnHiplo do* 

phoraUtCOlAneUce of tTnnmimiua ikjcyclovir in paiumti 

on continonaB axolmktoiy peritoneal dialysis. J Anxiim^ 
<rob,aus7noth^, 1987'»W):«»r7e. 

neol dialyai*.^ JJSiinfly Ow; 15Wj7'.801-5lOt.v': 
April 199afllLr54» ■ .. • ^ ■ ^ •^ • .'•• 



^littalimtRBtsaM IMeta 




. , 

ciHi, t4ii^^«S-.!ie)ectiTO lorttooin .re-A^piJalw tn^ i 
utilifir tooown an^dcrpr^enmt Ita stsmcMwo doopfy n 

samblaa tb^t of .^a&ylprOpion;. it ia related to phooyletih: 
lAminsB. Xt:i« (sf MSHchlo^Q^hanyll-a-KianiiniethylnU 
yDti^ m^'r ^]-^ -piitytoflBfi hydrochloride. Tha xnolooiilar ved^ 
1m 276^ fXiw Ktidflculax.&ftttuiek » C^iflClNO'HCl. BtsBj 
pioft hydndiioride ponder is white; flxyatolline. and h^ 
splnble in itratec. It has' a bitter tasto and prodncBa the eei 
satbn of locttl^aneitheflia oniho orel mnrtJia-. 

BYE^AK is* tM^pUol &r 6»»1 MmmintrBticm ma T«W.in|:{pn 

ple> ^iww Mirtfld, sttfltamed-retoage tablets. &Mh taMet coi 
taiti the labeled nrtotmt of bnpiypion l^drochlorfdew 
the inacdv« issntdients camauha wax, pysteiho hydreou 
rido, ' Uydy o JV P«*H y l inntKyl«4l^il<uiA. megnRBmitt fltOttTRt 
miwoi^ystallfae. <?»iJolooe, polyethyUmn glycol w^yjrt^' 



This praduct Worfnetion *» beeed on tebdlnah ♦ttw w:*n 
1,1859, Forfurtherlnfofm«tion,eomaelVtt wtf nniflcpnofi 
or web ^ Me^ Infcnnattei: Ohxo Woflcwy toy- PQ 
1SJ««, RbU^ Wenplfl ftsit- MC 27709. HejdthM 

S^S^flT^ReipOttM Center); m-TMXZQUN t1^8aB^«2M24 
Qivu Wellcome Co rporata Wj^Stto: w^w^fliMOwtQcomm^ 
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.-..'•vv.;' = 

Afa^irwTTifp' Jlrom: ' i - ^ I'r*'.-.:'.;} y.t. 
WooUiiliiWttgfrirc-'^^t /'.JVC*: 






'•'^t; ^VansdoriDal [• 
;2lniE^ay 


■ • 1 




Wed: 10 .'--'i'--'' s'-.-.; 


1 ^.-^ ,2$9Er.^;,-« J, .... 




(43-56) 








«Concomit4iit msiSeatfoni; Matky 




.turn of eret^tmant in txe% of pfttio^l^j^E^fbtpd-Fith'Z^I^ 





ibtf ! ^. 

tiezitB to a greater ttctesit ui^Ul^^ 

M!9mt!a9f* tor P»l«iitn fioo IWnEKV Q^It&li^Ofl 
ail4&fl'<md<ifitIiM3ahdhiff:Car.to 

Ictidet witb Utfilr patiB&tH to inmpli airi ca jfefj^i ^i Jf^riAiW 
inMltotidfti)tfa9Uo^tQlfl^b^ 

traprapioa tfooa not ^ppBttT to ba prodiioGA by tl)«<9fto(^ 



^j^iftjy fitoifia^ife^^^^^^ ! 

'CTBtaa jn hvTOflii'nMTki -Bftflwtiflfl Of iMfitrntifil vtff Mnm 
tdoB^^fcrnfl^bo m*d«ylmtSaar tol^AcOatnma i^^ u j f gSt^ 

«fflfi^'za |(]padiairicf;if^ pc^n^atiaa have cottots^ 



. t 



J 



ThbcpductTiitanintl^ ' 
■or «lt« MarfMla^rmotfon; QloRo WaOeomo 
J>raf||Mlona)a:.tM6d(c^ (nromwtfofil: ^ 
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PHYSlClAMS<^D£SKrREFEREr«C£(Sk 




I ^^Smti 60 fma 6r age 

WffBffFMiiiAff!??^^™ mUKr^tJ^ v::n%i.t>:<i-}i: u''>'.M'<:'MrittjL!r 

rfflai Dsvfllcuanfiut and ftfitmoftet^iut Sicofi ' 
torn ^ i?^n ti n ^ fl ^"p <rf>* tetf^A tfe^vi»!a^Mtoj^^ 





IT fVS^nu! 



• moa& And ifiSCSmiia may Bo rabcttfd to w^j)<tlb^ 
iraipaino Med i^citiiW^«alQfi£^^ 




rac^paln 





f I ; ,17; . . --.J! . . • ;\ rt 1> V.'V- 



.fx* 



.hurt fr'ni-vjir (tw: 



5 U-M ':r»-'?f J 

•■' ^.i/'i:- - ■ t 
t ..i '^l.-.ift'.- 

8 
1 



fikia 

RMh 



...ir^ 

2 
1 



... 0. 



* SehKted 'ili(;vj0r1w «Ytiut<». wiOi an uw^ftcw bf at leao^ 19t of 



[Sm xeJc^A'^ top of noa pfl^if \ -.V/ i * ' V' L 
Othtr E^i^ Obs«rv'pd tHtdrtflt tiii^ Cltnlcal Dsvalot^tm 
aitd.PobzoadwtlDS,^)q^oriaitC«..of,^pcoplan: — In Addhlo^ 
to tho ft^woo matft noted abova. tha ^ttowiitsr °^vanfea have 
bmu stfpwbad In clinical tioZa idi^ iba onAtldAOcl-roloaRi- 

foramlagon ^boj^ropiim In ^e^^s^^v^^^^jpxd^ji^ o£i>. 

deSS^^^QoSHzs, aa wetCfiu in'cli&ical'ti^la a^ 

kEri^ cHnMl eJ^P^H^nee with tho imzDsdiatt^liMfle ^ 



airoly spedfiod bo Oi to be ^iiffijfiifiaSStl?^' 

quottt Adratw otf^te/uv those ocottrriilBr^-t/ldq tidi l/i;00ti[ 






-ereaiwd wai^t, diidvituSptk«]ral^iadfuiiA/j^ 

ib^-Al«e:Ob«OK<!4d>w3fQ-.aclla^ ceCupdokTigiditsi/Sm/ 
rhabite«yol5»te;i .-.ii'r.: I ' - - ^'i.v L-jc: -^....'rivJ;;-:" «-.^'*-;-.* 
/tf«Ymi» ^^yvttni;' .'J Fr^Qtuiafi were agitatioDffdapMiiuSonr 

GNS;ptlitta>atibxi;«'ttttftfodtyp/-vtM^ Khido'j^^ieerBased- 
dAHi^otyi'-dopiA 

pnkiiiMiai^^ihyiiMcfai^ M^dal 
ideatioa^i^Adiiiiar^ouSiarat^^ 

tinn* and hypomazud. Ab)0 observed wefO abnAniaalalBciRiNf 
efiMfihaUi^ d9QS0)s fliteMta^xsiibaiiia^.cottfi^v^QUz^^ 

ilbaipMa^t Eta^-i^Afl'fazvBdbospaaiD.'^lio^^s^^ 



^i^lft^'^ .{;rftqttt^i!W:?i^itin7< Woguent was acno And 
cttyjililn . ^in wi«4aaai!oiupiiL^ 
angioedoma, fSz&liativQ donn&titii, and hSrsutxEm. 
■Sft9Cfai* 8$n*et; -'- ■ Freqiuant voa amUyOipllU Jni^equeai 
wazjB aceonLmod&tion ^bt^imaHty and dry vyt. Aiaa ob- 
a^med were (Tea&oaB, dhHppi&i n^driajiiB, 

"* (Jni$9tthoi; Frequent was uzznsvy troqu«&ey. Infrequsnt 
TTOifb isBipotetice^/polyttrlaj and urinary nrgancy; AUo ob- 
serrad wafo>Ma!biboma} ^^culatiant eyititifl;t-^spaxenmfi£ 
dysiuia. tfviucdmastda. meno^^i&o, paznM^erBctl&D* ptotff 
ta^ diflordeo^ radj;KagSti9»' uri&aiy ineoataiiBatie;; uvin^:re^ 
t pw^inm- ti wijuny 43«M-^iBaj*dAi^ Mid if ftpnitjU. - 

ZYBAN Is llbq^^'to havu ujluw tdnitttt ^^luivuUikL i - • v, ..v 
Hoi^^ana: p^e^ have boeo t^w Tspoked caa^ 
poXLd^tca and .Qitisdronud jcjimpsbma. aaaodatedJFith. .thiO 
immedlato-relesie fionnalatlon of bnprjifdani In UuoiaJt 
atudioD of obnoo UabUaty, i]frd^vidaaI3y> apftri « ii eod: 
drvtga of abuse reraztmi that h9S^i^<^<^^^iKod a;fealn^^ 
'iiupllbn&'liad'i^ 

400 mg (1^ thuM tih« recoDOJO^ifflS^M daity dow) of bum- 
&''S£tL'p^od^ ifciia^:^ 



lorat respond, and increaae rqitQ* of r(WpondinK,iirS9v£iral 
diBfirisni|iatiy^ ptiinuIus^fl&Gto_m dr^g ^Jpsfi^^^gdEfC^^ 




latioA ^ bupnp.uin^ thrM «tittb oasaa wetQ^^iarp^ml'a'iAns 

0^ flomzre. Athivd patiaot ingoattld 3,600 m^oOm^TO^m 
nasa." Kane of the patienta oi^Mrionced forther Bet^o^}^- 
((Slfi^doseit iamxiA dvu*W;fiW^/fe^>' dWRPW*^- 

^uu^e int»diiflfion,,KD^fifl^^ tP^^Pi^W'^^^thafUfla- 
Bwllatwl^^wei't^Tuaiapn of ;b!ia>3WPff-MW 

aaauaa^Otbef ^wlpiw^W^ flv^JW. ^ 

Koa, Hupor, ocoai;, and roaplzBUiy wuTtre haw be^ Xftr 
poffted' wfaoo the iiamed24ta^eaM^cmhi^^^<^;^;9f 

ifeiiEs'^^ii^iSbifm^B^ 

bcwpitalisattozi ia q^yiBod. ir tho pstUait io oan»ci«\ioj; vBm- 

^ii£^SmSfSe^^^ffBti^''^^^'^''''i •''""■••••■*■■•*'• • 

If the pati£nti^-M03^ti3,'tablaiil^M^^ 

fSSwitig h&^6VeidtfiW>')i^bup^t^floh; H ia Ukjoly Ur b* ^W'- 
ctf^ho drtJ^imaynOrt'^efr^ft^Wa^ '•' " '■ 
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tlwir use in tbo aU4ug;aiDent-o£overddR»»<if bin^ fie- 
cause OliruaSM of bupropiozL aztH iti Dwtnboilibea frooi tiflatt» 
tir pJaama- me^ ilov, ' dklyti^ map .be oC Trnnfmni. |»e^4)£t 1 
BmOk^ Mi-Btt^ierfi^^emiznalfl, it i» tceotoisfixided'tbdtaas- 
bB^milAbld from a pciaan:opjvtroi ^tar/ - ' - : vi-J-.s* : ■ • 

??^«J#^f!TO wry 

13i^j^6^2^jOu% uv^pTGd of Q|e.ldaBt alimirs'bqitv^ 

(we WAMtNOSX S5atii^fl(Qt:wi^.miAN.aliQ^:i>i imti- 
jtodwrtiUj «^|»«t||ii< 

I WDefc or tnatmoat is requimi (b schWa steady^^t^M 
MoDd.Iervela.cf buprtT^oD. PAtitt&t« jJucuId a *tar^t quii 
ditto" ,«liihin.thA^fi)r«t/a WMtkji' tfwi^ettt v^Ui'^IVBAN, 

AMiUd bq bftfled OA tbo rcldtir^ ^Denfiftta ^ rislca fitr Indi- 
vidual tiati mf B, . Tf ^,p'atjloat iiQ9-Wma4^ vi{px{^past pxpg' 
.?>»*i««.«nf'iy til* ««v«atb'w^ii4t -flf .Owiros* 
wth ZXBAN. i9 unliMy *hat ^ ehd ^(ivas didnj 
tiaat attempt, and trcotiBQiit should piubat^ be dUi^ofr 
u*d. Dose taperinff of ^YBA^^ Ifl ijot muired whim di^ 
tmuiag tnwtowat. It !fl impcrtont ^ tiatwst» cbntia'ii'e'td 
TBoaiva «wiTi e»Hn g OEdMippoxi throu^taattioateiiait with 
ZYBAN^ and fbr o ptfiifld of thno thoraBftar 



tlfiBi«'r«adm infitrifdddsia'ei^^ 

qaefftianB answ^£ yb^ijidBiiiB Bhrolif>r^iew'UlO patM^ 
overall eiiHkuij; eaaMtion'7^^ 

wiib ZVBAN.- Pa^antn- jihcru2<t be jidv^U^ of 'd^^ jlUi^iirUnCb 

ofpaT^pailberm'tfa^'t^i^avioral IniervAhkiohri^^ cbtmsalisg,- 
aud/M imppgrt sorricas co vded in' co^j^II«tlcfl Mtfk 
ZVBA^; Sob mfazmjatiotilbr pftficato at thd ebd oftbtf ^ftck- 

Tbisadl of theropy v^'^VBAN'iii coraj^eeo abatmanca. If 
« )>atnnit ha£r noc znade Bfifnifiamt 'progretoB townrdd thdti* 
lirfhcB by th#iiiwtjathTTOdk'af tJtetiii^ With ZYfiAN, it la 
ISStSify ^t 'Wjirr^ShieP'^m'qbitidiir^'-that! Mtcnntt, and 
ti!^^^,#hd)M'Ml£B^i£tinQ6d; - ' - - i 
i^'di&tSfi 'mitf' 1^ to lipiabiKmHtrKi^ Htrfi'Fyjjr ifttCeippt tD'ay 
benefit ftock Itttorvootzanfi^ tcittrdVo -(ih^ dumcaa Air sab^ 
ceBs'd^ fltibvomiant atteniota:^^!^^:^^)!^ ata iinnitrfMtKfti] 
flhoold bo 'OiVsdUBted to datfJNasjzid' wl^ thay tfkUod.'A-oaw 
<lQit attempt ■ iahould =faa 'aiie o iKr uK tfd ' whiafl -fectorp ^at tan- 
tribuMd to ^uraCcoiyba-OllBiittatAi at ntdacod, and eondi- 
tiona -«r^ moiW' fajyorabl©; • 

mimnan^ Ahhoush chnimi data nob oYBilabte T«ir 
gardlng tho lofOB'twra' dae:(^i2 -wooIcd) of bupmploa &t 
gpokmg oea5stioj[v;vbupropdon-liaa v«^&r loni^ pa- 
rrada oftunoio-tbo treatmeatof dflproniao. l^tliartovai^- 
ti^uo trectuMuC- with. SYBAi^-fiir partoda -longer than': 12 
weaks '26r oabkmjr caasatlaa mult h& detamined-'fttf ludi^ 
vidua! pati«ntB.'.' . 

Oomblnatfori7>««ttiwit MRthZVBAl^aftd a NIcottHarraAa. 
temal &v«Mvi- (WT^7 Coanhiitatiott trtvtmbnti-wJtJi 
ZVBAN nzid NTS may bo mscribfldfor amiokiiigiotwwt£On. 
llia -ptfQBGriber ahould rovicw tho oomiUflte preecribitxg In^ 



fama£icQ Tor both ZYBAN and NTS bcfiiro'-uaizuz toi 
tion tKRtment. 9o« niso CLINICAL TRIAl^ ftf a> 
and dodng uaed in me ZrSfATt andNTS oomhlnaCtoi 
Mojiitoritkjf for trsatmatt^moilfont hypqitehaidiy - 
tianta treated^i«iHh the tsomhIaatloA of ZyBAN and 1 
reoooamoftdod. 

UUW »Uk>FLIEI> . ■■ • • 
Zy£iAr? Buakinfi^HelAam T^toto, ISO mz of barnop^ 
dradOorld^ (U^ pliiplb, ithind^ bioonvea^^lnt^oatedi 
mfltGd'with*ZlffiAN IfiO'^in'betilBs of 60 CNDC017A 
€a>«lhl0taan£L ttkO kiYUAN Advant&ae FackTw tMih 
bottlft.uf»ft»XNPG.0173^0^D taWok • . 
Sti>re at eontrdiad room $»rtmnpittt„20i'' ta 2src (i 

001 

^A^mi^'bfih^^ .riiia foUbwing wozdj 

•xratafned la a flopamto tooflot pioyiifk for patiootfl, . 

/.IvifoijniratiQfK f^/ttfo^^ 

^ ^^'ortSaj ^itax 



Tabtete 

Plcnflo 'read ' th£s itxtormdUoTi' before ' yb'u .fitirt ii 
ZVBATf. Alao z«ad this laa^aa^ tune you xknv^ 
Mcri jidM.'ftiiAatMi ozj^Tihii^bai eli&nflttd; Th£^ irt^rw^^ 
notjtxt<»^ixlta-taha the ^Uco -of i&caraiima/bebWBa 
ond-youit^octOr.'&'u and-yam doetot^boqld dtdooSs ^ 
(IB part oiyour plaii to etop amoking. Your dootor baf 
t^ ^jgy ^Wiar yiuE uae ocOy. Do.aot lotcnijfoiioeb 

riifiPomANT wAfiwif^ * 

Thctro-SB-tf chlajm^a'^tlUt app^^ out ofav^iy : 

peoplo takbe bnrooisjan hydnohiando, tho active ins 

jiontng innreoBee.i^you: . ... 
1 hayovji af)i^i\ia& ^^ca^-fftBr ^pikpByJi 

jOTflDoiBEiia nervosa^ ' 
* tfltk^ uA^ti-'thazl ^ rerfwnwwndetf iUl^t of' ZYBAI 
tftUa oth^'knedicfoa&^^^tho nme'acttv#ingj«d$ont 

"•eWondo^'ttOa!^ 

djoflklaHdo) SofftaibMl-ZlAlaaM Tahlvto^ CBuQi u^ 
Ydd can red^jyoft. are .cbflnes-oir pqwri/mfng a asianra 



lawms "yoiu; dpiste^^ dunctidnB on' bow to ,t^ka' 
aboMM -j^lgd;.^^ vifch rotfr.doito-wbather ^VBA: 
fj^^ytnt.- ■■• ' -'^ '■• ■ ' " =* 
.1. WhatltZVaAW? 

ZVBAN itf tf pteatfriutiOnrivi wtWritf! to holp.ptepleTjmiIfet(t 
iiLBv. Studied Aav« bdowh thatmorac than <xao ttdzd of^ 




io amoka: .ZYBAN ahiwld- be used.^rtth 4 pattoot aiip) 

proginainr*i<^W^4^ sdppayc'ps^ftgraib 7001^ he; 

Z' WhoiihOUM hat tt^a ZVBAN? ' ; * ' - 
ydttshauW Lirt.tatfc^ZYBANif y6u; • 

• have a «dxiEro dxsoz«ter <fitf ezampia, apSapsy). ' " 

• aiaalreaf|yta^WBLi:£UE2t!N;W£LLBimUKSII 
any oth«r;fflodkhiaa;4hat/c(ixktam hnpnpiicjta 'bydzod 

• faav«DvhavohadaneatiDgdi80i^6r((bicettinp]^, bolii 
or anoraiia n^rma). . ..V • 

« ,a» eiu*;r«^^ a.monoaiD 

ojddaae inmbitOT i, 
« aro alJergMs to |jj;ifiir<:ipK^ 
3. A fa tbaty.jIpiwHit concgnjM'fbr women? 
Z7BAK\0 i&ot re^bmmflntffrfjBff'wamao who aro Jikagnaxij 
h««!^2QiodhigV^ ahof^ noUfy tbair dodibr tbay 

ZOTAN:^^^'' ■ ■ ■ • ••••••• • 

How ahould t tatotYRAW . ' 

•.VoQ-ahauM taka ZVBAN aa footed by your do^ctor. 1 

tho sKmiing ihr tha. fim d,da5nh.Qn*the ibo^^ 
taldnft Q&e I50*ing tEddet in the laondnf *and aqe. I5Q< 
tablet in th« aaiiy oveninj^ Boaoa ahoald'ha at let 
$ hcuxii upari, • • , . . . - 

• Never take an 'OKtro' cfose off ZYBAN. If yan, totts&t 
taka a doso. da not take an avtra tablat to "eotcibup": 
the dose you forgot. Wait and take your naxt tablet att 
■paqiiIa^ f'.im^. Tlo ncF^ totka aaoN Cftblvka thfta ytw! jioti 

' 'proaeribad. This is important aa you da x^t^bio yo 
^hanca of hilVin^ a Beizura. 

• it iA znportaut to ctwalW ZYBAN TVtbMe who^. Do t 
chow, daridc^ormuh tobleifc. " ' ■ •• *. J- ■ ' 

C«/itbit/*cf on a0xt pmg> 

T)da produot [n^imwtlaR la batedon labadaa tn^afriotao Jn 
tr.199a.fQrftjrtbar. InfamwtEotu oontMt «a dtrwt miftL pbar 
Of. wob efta. jMeidloat (ntormationf jOloxo .WoRooma bn^ PQ & 
t339A.. naaaaiicb Trfaa'ido . PBrkr . f^ . 27709. . Haaltha 
ProfoHlQnila ifAfuXk^i. la^o^tionl: . B^bk3M-0099 .kMtn 

OMxo WUtfiome^Corporata Wati Shr www-d«XOi'V^n«mmx^ 
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" — r/io MAIUNO DATE of this Gommuntcation spp&ars on fha cavBtshoet with the tforrospondenco address 
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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION, 

. ' Exti»nB|Qns of time may bo available undarthe provisions of 37 CFR 1.136(q). In no event. hcM^sven may a reply be timoty fitod 

aft«r 8DC (6) MONTHS rrom Uie mailing date or tni9 communiea«on. 
. If the pshod for reply »pocWled above \s loss than thirty (30) days, A wply within tho statutory mihimum of tWfty (30) dayn will be considered timaly. 

- If NO parlMl ror reply la spseHiBd above, the rrw^mism atatutory period will appV and Will oXpfl* SIX (6) MONTHS from tho maSing dsrtc of thb communlcaaon. 
. Fallur* to rapty wrthtn thm set or emended period for rapty v^ll, by statuio* cmiSo the opplfcatlon to becoma ABANDONED (36 U^.C. § 133). 

- Any reply recelveci by the Oftjca latar than tnroa monihs ofcer iho mailing date ortnte communicatton, oven If timely niod, mn^ iBduc;o any 
Mmod patent term adjustment. Sea 37 CFR 1.7a4<b). 

Status 

1)n Responsive to communication{s) filed on . 



2a)EI This action is FINAL. 2b)D This action Is non-final. 

3) 0 Since. this application is in condition for allowance except forfomial matters, prosecution as to the.merits is 

closed In accordance with the practice under £x parte Quayle, 1935 CD. 1 1 , 463 O.G.. 213. 

Disposition of Claims 

4) EI Claim(s) 1.11 and 21-24 is/are pending in the application. 

4a) Of the above claim{s) Is/are withdrawn from consideration, 

5) n ClGtm(s) is/are allowed. 

6) E1 Clalm(s) 1. 11 and 21-24 is/are rejected. 

7) D Clalm(s) Is/are objected to. 

8) 0 Claim(s) ans subject to restriction and/or election requirement 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

1 0) D The dravidng(s) filed on ^ is/are: a)n acx;epted or b)D objected lo by the Examiner. 

Applicant may not request that any objection to (he drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

1 1) D The proposed drawing correctjon filed on is; a)D approved bO disapproved by the Examiner 

If appro^/ed, comactod drawings ar9 r«qu[r«d In roply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority undisrM U.d.C. §S 119 and 120 

13) 0 Adcnowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19{a)-(d) or (f). 

aOAII bD Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3«E] Copies of the certified copies of the priority documents have been recei^^ed in this National Stage 
. application from the Intemational Bureau (PCT Rule 17.2(a)), 
* See the attached detailed Office action for a list of the certified copies not received. 

14^ Acknowledgment is made of a claim for domestic priority under 35 U,S.C, § 1 19(e) (to a provisional application)* 

a) □ The translation of the foreign language provisional application has been received. -<^jtv j^^^*=>> 

I5)n AcKnowiedgment is made or a daim tor domestic priority under 35 U.S.C, §§ 120 and/or 121 . ^^j^^ 

Att^hm^ntW ^"^^"^^^ 

1 ) □ Notica of Rftferonces Cited (PTO-eaa) 4) U Interview Summary (^10*413) Paper No($), . 

2) □ Notice of Drafteperson's Patent Drawing Review (PT0.948) 6) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure StatemenKe) (PTO-1449) Paper No(s) . 6) □ Other: 



^ttnt Hid Tiad^marV Office" 



OTTO Qis fOn.. r\M rt4\ run^s a^m- 
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Application/Control Nuniber: 09/427,447 Page 2 

Art Unit: 2166 

Claims 1, 1 1 and 21-24 are rejected under 35 U.S,C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way .as to enable one skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Claims 1 and 11 have been amendeH tn recite the n^tage rvf an "anti-idmolcing dmg" 
instead of the originally recited "Lobelia". 

The term "anti-smoking drug" broader in scope than the recitations of Lobelia found in 
the disclosure. Since the term "anti-smoking drug" can encompass prescription pharmaceuticals, 
it is far broader in scope than the recitation of Lobelia found in the disclosure. 

Claims 1 and 11 can be corrected by deploying the term "Lobelia". This may be 
accomplished by Examiner's Amendment, with applicant's authorization. 

Claim 1, 11 and 21-24 would be allowable if rewritten, or amended to overcome the 
rejection under 35 U S-C 112, first paragraph^ set forth in this OfEcc action. 

AppHcant's aniendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FBVAL. See MPEP § 706,07(a). 
Applicant is reminded of the extension of time poHcy as set forth in 37 CFR 1 . 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi*om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated firom the mailing dote of the advisory action. In no event, 
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AppUcation/Control Number: 09/427,447 



Pages 



Art Unit: 2166 

however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this connnunication should be directed to Sam Rimell at 
telephone number (703) 306-5626, / // v y 




Sam Rimell 
Primary Examiner 
Art Unit 2166 
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Application Na 


App1icant(5} 






09/427,447 


SZYNALSKI, ALEXANDER 
GOEN 




Examiner 


Art Unit 






Sam Rimell 


2156 





All participants (applicant, applicant's representative, PTO peraonnel): 

(1) Sam RimBiL (3) . 

(2) tm£Qhl- {4L . 

Date of Interview: 14 December 2001 , 

Type: ajEI Telephonic b)a Video Conference 

cO Personal [copy given to; applicant 2)D applicant's representative] 

Exhibit shovwi or demonstration conducted; d)D Yes e)Q No. 
If Yes, brief description: ' . 

Claim(s) discussed: . 

Identification of prior art discussed: . 



Agreement with respect to the claims f)EI was reached. was not reached. h)n N/A. 

Substance of Interview incluriing description of the seneral notur^ of what was agreai to if an agreement was 
reached, or any other commerrts: Aateed to Examiner's Amendment to place aaoHcstion in condition for Bflowsnce . 

(A fulier descrlptjon, if neuessary^ and a copy of the amendments wnicn the examiner agreed would render the claims 
allowable, if available, must be attached. Also, where no copy of the amendments that would render the claims 
allowable Is available, a sunmiary thereof must be attached.) 

()□ It is not necessary for applicant to provide a separate record of the substance of the lnten/iew(if box is 
cheeked). 

Unless the paragraph above has been (*)ecked, THE FORMAL WRITTEN REPLY TO THE LAST OFFICE ACTION 
MUST INCLUDE THE SUBSTANCE OP THE INTERVIEW. (See MPEP Section 713.04). If a reply to the last Oft^ce 
action has already been filed, APPLICANT IS GIVEN ONE MONTH FROM THIS INTERVIEW DATETO FILE A 
STATEMENT OF THE SUBSTANCE OF THE INTERVIEW, See Summary of Record of Interview requirements on 
reverse side or on attacSied sheet. 



Examiner Note: You must sign this Torm unless It is an 
Attachment to a signed Office action. 




Examiner's signature, If required 



us. PAian «nd TfwdamaA otrtoo 
PTCM13 (Rov. 03-9B) 



fntarview Summary 



Popsr No. ^ 
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Summary of Record of Interview Requirements 
Mwiufll of Patont Bcamlntn^ Procaduro (MPEP), Soctlon 713.04. Suhstnnc« of Intenrtow Must be Mqe^q of Record 

A completo wmtan fitatament to the substance of atty f^ce^o-fece, video confofenea. or tetapbane interview wfth regard to an ai^ptlcatton mwt be made of racofd in the 
appRcaUon whefhef or hot an agreement.wtth the examiner was r^ched at the interview. 

Title S7 Code of Fftd*ral R»fliit»tfnni;i (CiFH) g 1.1S3 Interviews 
Paragraph (b) 

h every instance where reconsideration is requested tn wiew of an interview with an aicaminer, a comptote writtsn rtatement of the reaaone precorrtod at the fnterviow 
warranting faverabfe actjgn must be fSed by the applicant An Interview does not remove the necessity for reply to C^Ttce action a:i speciflad In ^ 1 ,1 11 , 1 .135, (35 U,S,c. 132) 

. „ 37CFR§1.2 BusinesstobetranBacted tn wmino. 

All bujlnws With tha Patent or Tradernork Offtcc should be transacted In writing. The personal attendance of applicants or thoir attemeys or asents at the Petanl and 
Trad«smarK Office is unnecessary. The action of the Patent and Tradomark Office will be based exdwJvoJy on the writtoti roconJ in the Office, No attention will be iwid to 

any alletfed exrml pfamixm, *iipulatloh. cf Undaretanding ip relirtion to whioh tfiorc to diooBr^mont or doubt 



. . BcUon Of th^ Palont and Trademark Offico c^not be based exclusively ota the written record in the OfTtee if that record is it««if 
tncomplete through the failure to record the substance of Intarvtews. 

- responsibility of the applicant or the attorney or agem to make the substance of m intervle-w of record ]n the ^plication fiJe. unlesa 
the^aminer lndteate& he or she will do so. It te the examlneffi responslbilrty to see that such a record is made and to correct material inacci!rraclos 
vwtilch poor cnrectiy on mtj quD6tivii w puUin lability, 

- s . Ex^iners must compfete an Interview Summ ary Form for each Interview held where a matter of substance has been discussed durino the 
(nterylew by checking the appropriate boxes and filfing in the blanks. Discussions regarding only procedural matters, directed soleJy to restriction 
requirements for vyhlCh Intervlaw rocorf^atinn \ft rtrhnnwiee provided for In S^ion 812.0i of the Monu*»| of Pcrtont Examining Procoduro or pointing 

out lypogr^hic^ errors or unreadable script In Office actions or the Ilka, aro excluded from the Intarvlew recordation procedures below. . Where the 
substance^^ an Interview is completefy recorded in an Examiners Anwdment, no separate Interview Summary Record is requfred 
u..^^ ^- JP*^i^ Summary Forrn shall be given an appropriate Paper No., placed In the right hand portion of the file, and listed on the 
cements aection. or the file wrapper In a personal interviBw^ a duplicate of the Form Is given to the applicant (or anwney or aront) at the 
conclUCTwi of the interview. In the case of a talaphone or video-conference Inten/l6W» the copy is mailed to the applicanrs corespondence address 
either virtth or prior to the next ofHciEJ communlc^on. If additional correspondence from the examiner Is not likely before an allowance or if other 
eircunrMtancea dictate, the. Fomi is^iiuuld rnnilod prompUy after the interview rather than with ma naxt c^icial communication. 

The Form provides for recordation of the following Information: 
AppHcatihn Numhuhr (Series Cede and $«ria) Number) 

- Name of g(ppiicant 

- Name of examiner 

- Dale of interview 

- Type of interview (telephonic, video-conference, or personal) 

- N"Ti« of partlcipBnt(«] (^pllcant. attorney or agents examiner, other PTO personnel, etc.) 
" An Indicatian whether or not an exhibit was shown or a demonstration cortducted 

- An fdent^Ticetion of the spectflc prior art discussed 

- An Indication whether an agreement was reached and if so. a description of the general nature of the agreement (may be by 
attachment cff a copy of amendments or claims agreed as being aliowable). Note: Agreement as to diowabiiity is tentative and does 
net reartrid further action by the ax<«irtinm lo the conlrary. 

- The signature of the examiner who conducted the interview (If Form is not an attachment to a signed oftics action) 

It Is desirable that the examiner oraHy romind the Applirant rtf hie or her obligation to record th« eubotau>c* of the interview of each eaao 
unleeo both applicant and examiner agroo that the examiner will record same. Where the examiner agrees to record the substance of the intan/iew. 
or virtiBfi it is adequately recorded on the Form or in an attachment to the Fomr\, the examiner should check the appropriate box at the bottom of the 
Form which informs the applicant thai the submission of a separate record of the substance of the interview as a supplwnent to the Form is not 
required. 

It should be noted, however, that the Inten/iew Summary Form wia not normaliy be considered a complete and proper recordation of the 
Interview unless It Indudes^ or is supplemented by the applicant or the examiner to Include, all of the applJoablo Items required below concerning the 

vubolanoe of the Interview. 

A complete.and proper recordation of the substance of any Interview shojid Include at least the following applicable Items: 

1) A brief description of the nmure any eXhrbU shown or any demohstrsdion conducted, 

2) an klentifjcatlon of the cl alms discussed , 

3) an identification of the specific prior art discussed, 

4} an Wentffication of the principal proposed amendments of a substantive nature discussed, unles-i ihe.9fi are ftlrMdy described on the 
IntervlBiw Summary Form completed by the Examiner, 

S) a brief Idonti^cation of the genBral thrust of the principal arguments presented to the examiner, 

(The Identijcatlon of arguments need not be lengthy.or elaborate. A verbatim or highly detaJed description of the arguments is not 
requirod, Tho idonttflcatiwn wf ihe arguments Is sufficient IT the general nature or thrust ol the princ^ai arguments rhade to the 
examiner can be understood in the context:Of the application flla. Of course, the applteant may desire to emphasize and fully 
descrfbe those arguments which ha or she feels were or might be persuasive to the examiner.) 

6 a general indication of any other pertinent matter® discussed, and 

7) if appropriate, the general results or outcome of the Interview unless already described in the Interview Summary Form completed by 
the examiner. . j r / 

IE?"!'"*' mT^'^S^ ^"'"^""y '^v.*ew tne applicanrs recort of ma substance of an interview. If the record is not complete and 
accurate, the examiner will give the applicant an extendable one month Ume period to correct the record. 

Examiner to CHeek for Aecurecry 

statRn,*nr'IJJl,l1i"lf. m1^^^ ^'^^^ °f "^"^^ ^* examiner should send a letter settfng forth the examiner^ version of the 

^o^r^r^^i^ i^hi^^ '•f'"''' T "^""P/!!! ^I"* ^ocu^^e, the examiner ahouid piece the indication. "Interview f^ecuid o*C o,, the 

paper recording the substance of the interview along with the date and the examiner's initiate 
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Application No, 


Applicant(s) 




Notice of Allowability 


09/427.447 


32YNAL3kr» AUEXANDER GOEN 


Examiner 


Art Unit 






Sam Rimeii 


2166 


* 



- The MAILING DATS of this communication apprors on the cover sheet with the cotrespwdence Qddress'^ 
AI» dainr>s being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herswilh (or previoudy mailed), a Notice of Allowance (PtOL-S5) or other appropriate oommunJcatlon will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS, This application is eubjecl to withdrawal from Issue at the initiative 
or the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308, 

1 . H This communication is responsive to Inten/i&w qL12/14A}1 . 

2. [3 The allowed dalm(5) is/are 1 and 11 . 

3. O The drawings filed on are accepted by the Examiner. 

4. □ AcKnowiedgment is made of a daim for toreign priorrty under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)n All bjDSome* c)DNone of the: 

1. □ Certified copiess of thft pr^^^rity documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the privity documents have been received in this national Rtage ^^|:?plication from tho 

Internaflonal Bureau (PCT Rule 1 7.2(a)), 

* Certified copies not received; 

5» □ Acknowledgment is made of a darm for domestic priority under 35 U.S.C, § 119(e) (to a provisional application), 

(a) D The translation of the foreign language provisional application has been received. 
G. □ Acknowledgment is made of a daim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Applicant has THREE MOWTHS FROM THE "MAILING DATE" of thie communication to file o rcpjy complying with the requin^ments noted 
below. Failure to timely comply will result In ABANDONMENT of thfe application. THIS THREE-MONTH PERIOD IS NOT EXTENDABLE 

r.'.S^^ SUBSTITUTE OATH OR DECLARATION nigi^t be submitted. Note the attached EXAMINER'ii AMENDMENT or NOTICE OF 
INFORMAL PATENT APPLICATION (PTO-1 52) which gives reason(s) why the oath or declaration Is deficient. 

8. □ CORRECTED DRAWINGS must be submitted. 

(a) □ induding changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-943) attached ' 

1 ) □ hereto or 2) □ to Paper No. . 

(b) □ including changes required by the proposed drawing correction filed which has been approved by the Examiner. 

(c) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of Paper No. , 



Montlfylng Indlohi such » m 4ppliciitlon nuinbiir Z7 CFR 1,B4(c)) should be written on fh«» druwiiigs In tha top margin (not thii back) 
of •och >hMt Tlw lirovf In0v «fiould be tllod w a separate! paper with a tranemlttal letter addressed to the OfncfalBraftepereon. 

!£,E^if ?^ and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must hs .submitted. Note the . 
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL, 



Attachm€int(s) 

lB Notice of References Cited (PTO-S92) 
SD Notice of Draftperson's Parent Drawing Review (PTO-i948) 
Information Disdosure Statements (PTO-1449), Paper No. 
TQ Examiner's Commeiit Regarding Requirement for Deposit 
of Biological Material 



2D Notice of Informd Potent AppJication (PTO-1 52) 

4Kr Interview Summary (PT0^13), P^per No. ^ . 

6S Examiner's Amendrnent/Comment 
8S Exariiner's Statement of Reasons for Allowance 
9D Other ^ 



U.S. Pdert and Tfadwnaik Offtgo 

PT0^7 (Rev. 04^1) 



NatlfiA i;»f Allowabnity 



Petrt of Paper Nu. ZO 
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Art Unit: 2166 

Examiner^s Amendment 

An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed 33 provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
MarkPohlon 12/14/OL 

In claim 1 : In part C, change "an anti-smoking drug'* to -lobelia-. 

In claim 11 : In part C, change ''*an anti-smoking drug" to --lobelia-. 

Claims 21-24: These claims are cancelled. 

Terminal Disclaimer 

The present application includes a teraiinal disclaimer which appears to have been mis- 
directed to this application. Tlie leriiiidal disclaimer has been refused entry for the present 
application and will be transferred to a continuation application of the present case. No tcmiinal 
disclaimer has been required for this ^jplication. 

Reasons for Allowance 
The present application includes two independent claims, 1 and 1 1. The closest^ prior art 
are the US Patents 5,414,005 to Schneider et al. and 5,055,478 to Cooper et al. 
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Application/Control Number: 09/427,447 



Page 3 



Art Unit: 2166 

Schneider et al. differs from both claims 1 and 1 1 in that it does not disclose the usage of 
an educational program in combination with the usage of lobelia, Schneider et al, is primarily 
addressed to a sublingual form of lobelia with certain specified advantages. 

Copper ct aL diflfcis Hum both daims 1 and 11 in that it does not disclose the 
comhination of a non-conditioning educational program, o hypnosis program and lobelia 
administration. 

Any inquiry concerning this communication should be directed to Sam Rimell at 
telephone number (703) 306-5626. //^ . 




Sam Rimell 
Primary Examiner 
Art Unit 21 66 
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^plicant(sypatent Under 
Reexamination 
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E 


US. 
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NON-PATENT DOCUMENTS 



include as appltcafala: Author, Date, Publlgh»r. Ediffon or Volumo, Portinont Png«») 



^i!m)}1^VS!^^ furnished ^ this Office dahm. (Sea MPEP B 7Q7,0B(a).) 



FrCM92 (Rev. 01-5001) 



Notico of R«rfftrftnc«« CHed 



Part of Paper No. 20 
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United SiycrEs B^tent and TkAPEa^iARiK Offtge 



VoiMKl fit^t** «u»a Tk»4oawTk omoo 

Aildif^n; COMJdlBSiaNllR OP PAnSbrrs ANP TRADBWAliMB 
WarAdngton. D.C. 2a2&i 



Al'PUCATION NO. 



PILpiG DATE 



FIRST NAMJiU INVKNTOR 



09/427,447 



ia/27yi999 



ALEXANDER (50EN SZYNALSKJ 



J ATTORNEY DOCKJET NO. } COmRMATlONKQ. "| 

3197 



7590 



MARKPOHL 

55 MADISON AVENUE. 4TH FLOOR 
MORRISTOWN, NJ 07960 



EXAMINER 



RIMHLL, SAMUEL G 



ART Vim 



2166 

DATE MAILED: 02/04/^1002 



Pleas6 find below and/or attached an Office communicatioii conceming this application or proceeding. 



PTO-90C. (Rijv, 07-01) 
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Notice ofAHowabHity 



Application No. 

09/427,447 



Examiner 



Sam Rimell 



Appllcantfs) 

SZYNALSK[. ALEXANDER GQEN 



Art Unit 



2166 



- Th9 MAfUNO DATE of this Gommunhstion appears on tho cover shmt with tfte cotrespondencB addr&s&^ 

All daims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included, 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communlcaUon will be mailed in due course. THjE 
^^r^J^^ ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subgect to withdrawal from issue at vhfi initmth/e 
Of the Office or upon petition by the applicant. See 37 CFR 1313 and MPEP 1308. 

1 , □ This oomrtiunication Is responsive to , 



2, 13 The allowed claim(s) Is/are f. 6. ii. ie. 

3. CI The drawings filed on are accepted by the Examiner. 

4. □ Acknowiedgmem is made or a claim tor foreign priority under 36 U.S.C, § 1 19(a)-(d) or (f). 

a)n All b)asome* c)aNone of the: 

1 . □ Certified csopico of tl^ priority documents have been received. 

2. □ Certified copies of the priority documents have been received In Application No. . 

3. n Copies of the certififui copies of the priority documente hap/e been roocjvcd In this national stage apf^icatlon from tiits 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: 

5. □ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

(a) □ The translation of the foreign language provisional application has been received. 
6: □ Acknowledgment is made of a claim for domestic priority under 35 U.S.C §§ 120 and/or 121. 

Appli<^e^ h^s THREE MONTHS FROM THE -MAILING DATE" of this cro. mnunicijtion to file a reply complying With the requirements noted 
below. Failure to timely comply will result In ABANtXDNMENT of this application. THIS THREE-MONTH pKd^^^^^^^^ 

^MiSi^Mf i^d!TS^^ """"^ submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

a, n CORRECTED DRAWINGS must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1) □ hereto or 2) □ tg Pup^ No. . 

(b) □ induding changes required by the proposed drawing correction filed , which has been approved by the Examiner. 

(c) □ including chang^e required by the attached examiner's Am wiUinent / Comment or In the QTTice action of Paper No 



tIL'^^^ ^*"'1h ^™ ^-^(^W ^tt'" dT^^f^^ In th. top m«^ln (not th. back) 

of .och ah««t. Th* <fr*(wli.». .h»uM ba modiu « saparats papftr with a transmittal latter Bd4m«ad to 1fi« Official Dro^arsoh. 
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address the nutritional needs of nicotine addiction and the 
nutritional chullengcs ihcrccf. 

8 ClaiimSr No Drawings 



06/04/2003 13:08 9739846159 



REG PATENT ATTORNEYS 



PAGE 



US 6,431,874 Bl 



ID 



15 



20 



3£ 



30 



^Ol' SMOKING METHOD ANU 
COMPOSITION 

A portion of the disclosure of this patent document 
contains material which is subject to copyright protection. 
The copyright owner bas no objection to the facsimile 
reproduction by anyone of the patent disclosure, as it 
appears in the Paienc and Trademark OOice patent Hies or 
records, but otherwise reserves all copyright rights whatso- 
ever 

BACKGROUND 

The prior art di^wloses many stop-smoking products and 
methods including, for example; (A) educaiioo to educate 
smokers' regarding smolcine, iw pby»tio logical dAngcre and 
addictive nature, aad conscious techniques to stop smoking; 
(B) hypnosis, to use the unconscious mitld to stop smoking; 
and (C) nutritional supplements, addressing the nutridonal 
challenges with regard to stopping smoking, 

SUMMARY 

While using each one of these three elements is known in 
the an, I have toui\6 that by combiTiing all of these three 
elemeatii log^iher, Ihcy on*th« three aroaB moec important 
for stopping smoking — the conscious mind, the unoonscious 
mind, and the body — ^and arc syncrgistically effective in 
helping people to .<nnp smoking. 

This synergy was unexpected. 1 am a Certified Hypnotist 
atid air a Nutritionist, with over twenty years experience in 
fhfi fieVU nf hypno*i»iK. si?niinar prcsentatiou and nutrition. I 
am a member of the American Association of Professional 
Hypnotlierapists, the National GuOd of HypnotkLs, the Inter- 
national Association of Counselor*; and TherHpistK, atid am 
cenifietJ by the Hypnodyne Foundation. I am ]i;;tcd in Who's 
Who in Executives md Professionals^ and I was a finalist for 
the 1999 Ernst & Youoft Entrepreneur of the Year award. I 
have been a special eue.st on numerous national television 
and radio programs, and was featured on the #1 television 
fitness show in the country. I maintain a practice in Cedar 
KnolLs, N.J. I have successfully used hypnosis in many typos 
of situaiionfi. I have, for example, worked with athletes to 
improve their athletic performance, and have worked with 
corporations as a sates and personal-development trai^ner. I 
am drivcfo by a sincere passioo for helping people maximize 
their personal potential and overcome addictions to smoking 
aiid fuud. I eijjuy a reputation for extremely high success 
through my siemin^irs. 

DETAILED DESCRIPTION . so 

My iuvcndou therefore comprises three elements: (1) 
education fur the conscious mind regarding smoking, its 
physiological dangers and addiaivc nature, and techniques 
to stop smoking; (2) hypnosis for the unconscious mind, 55 
which hypnosis addresses the unconscious mind and its way 
of affecriog behavior; and (3) dietary substances, to address 
the physiological needs of a person entailed in i;topping 
smoking. 

Education. The first element of my invention is education <iO 
regardiiig smoking. This educational process can include 
addressing the benefits of a regular exercise program. Thus, 
die etiucational materials or program educates the smoKer to 
engage in some form of light exercise. Not only will exercise 
help clear the body of the toxins acquired through smoking, 65 
but occfci.'ji: will also help release cmJonjUia'* wliiuli celieve 
Stress as well as making you feci good. Exercise will rapidly 



40 
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reverse the damage done to the txidy from smoking. If the 
smoker has not engaged in exercLse for a long time, or the 
smoker has a wel^l problem or any other healtb problem^ 
the smoker should consult their physician before starting any 
regimen of exercise. 

In sHHin'on fo this, 1 havfl fminrl rbJ»f Jn my prefeftwl 
embodiment of my invention, ihc education program also 
addresses ihe physiological progression of smoking, its 
physiological dangers and addictive nature* and some con- 
scious techniques to stop smoking. ^1999 

The physiological progression of smoking entails three 
discreet .^tep.*;. Knnwing ihtsa^i. slcpj; hRlps the smoker rcr- 
ognizc thorn as they occur, and thus recognize the needs; tfaey 

nu. 

Sffl^rfi I — I .(gh? ^ ogatv.rii*. .in^l inhale. This t^kr-s about 7 
seconds. The deep breath of the inhale increases the 
flow of biood and oxygen to the heart and you feci more 
relaxed foot due to the eiKHrette, but due (o the deep 
breath). 

Stage 2 — Seven seconds to fifteen minutes later, nicotine 
enters the liver, which in lum releases sugar into the 
bloodstream. This results in a physical uplift (not from 
the ciganslle, but from the release of sugar into the 
bloodstream) which then in mm causes the pancreas to 
release insulin into the bloodstream. This gives you an 
energy boost. Normally, it is a temporary energy boost 
because the muscle cells of the body are resistant to 
insulin, 5io what happens is that your energy level goes 
up and then crashes, all over again. In fifteen minures, 
you want to stan smoking again due 10 the tense 
. feelings you expcilcDcc ftom your energy level being 
reduced. What we suggest is for you to sensitize your 
body to insulin. Before we sug^^esi how you do this, 
>uu fii;^ sliuulO Mudy the ivi^ diagracziN pictured below, 
• To better understand this phenomenon, we will provide 

an in-depth clarification of the diagrams. 
Stage 3 — -Fiflwu Lu twenty rninuies after beginning lo 
smoke, the nicotine intermpts the normal transmission 
of neurons by competing widi acetylcholine at the 
Dorv'o terminal, pfoduoidg auch ^Cf^b as an incicoscd 
heart rate and rcspiratiou, along with feelings of tension 
and of being "wired up," It also increases arousal and 
a vtin«e of well-being and focii&«d attontioa- A sido 

benefit to understanding this step is to take proper 
nutrients so you do not allow this physical and physi- 
ological progrcssinn of fimnlring m rtr-i*iir Tbis will lv;lp 
with raaintaimng or even reducing weight and increas- 
ing lean muscle tissue. 
In my preferred embodiment, the smoker is educated on 
the physiological dangers and addictive nature of smoking. 
These dangers are now so widely known as to nor need to be 
discussed in detail here. 

In my preferred embodLmeni, the person is educated on 
the benefits of modifying their daily diet. This addresses 
potential weight gain problems, one of the biggest fears of 
smokers. 

Regarding potential weight gain, why do wc gain weight 
when we stf>p smoking? Muscle cells become more scrjsitive 
to insulin. In my preferred emhotiiment, therefore, I recom- 
mend; 

Avoid refined carbohydrates. All carbohydrates srart out 
in their rarcst edible form as complex, tiut wc make 
them refined by processing, preserving, storing, dryitig, 
and cooking. 

incTcasc physical activity, especially five to fifteen min- 
utes after meals. 
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I'^c iOO microgramfi oC chromium aloog with ihe proper 
coCactors^ oae ha]!' hour before each meal with a full 
p;l2LSs of water. I'hc product contaiaitig ehromiuni 
(CHROMIUM CHELAVITE'™) that I prefer is 
TRIMSPA^E), available from Vitaraerica, Inc*, Cedar 
Kuolls, NJ. 

Acquire a cigarette cessation product coDtaiaisg the bcrb 
lotielia» which aids any withdrawal that some may 
tiXpedence. Ijctbelia is a aatural herb that tricks the 
body into thinkiDg it is nicotine, but it does not have ihc 
side effects. lu the preferred embodiment of my 
invention, I recommend CIGSATION'"*, avjiilablc 
Crom vitamerlca^ mc.» Ceaar Knolls, N J. 

Cut back on drmkiDg co£Ecc and other caffcinatcd bever- 
ages. Sometimes the stress or anxiety that quitters 
experience is due |o che phy?»iolOgical eflfecis of caf- 
feine on the nervous system and not due to withdrawal 
from oicotiQe. Iry drinldng decaffeinated tea or some 
uiIjcj. vt/ttiui UcvnilciiJAlcU bcvctd^^, Diiiikiii^ » hut X^tx 
provides the same psychological effect as drinking hot 
coHee. 

Eat bgolchy, oourirshing, non-proeossod focxis and take a 
good vitamin supplement- Remember, the 200+ toxirus 
in cigarette smoke have helped deplete the body of 
viLamioe. Five cig.i'rctlcc con deplete all the vitamin C 

in the body! By eating a healthy diet, you will recover 
youf health more quickly. 

Tn my firfifftrnftH Amhfvlimftnt, The. s^mfyk^t i« ^iducAted to do 
this for at least the fixst week, preferably for il^e first 21 days, 
after stctppiog smoking: 

F-Ht ^ Tncals n day, innliiHinc hrcflkfast 

Have protein and complex carbohydrates with each meal 

Avoid sugar 

!Drln]: 8 gla££i£)A of ac>x3 oalcsrio Uquxcl;: a day drink ^ater 

with IcmoQr seltzer, herbal tea, etc. 
Keep a pitcher of water on your desk and you'll casDy 

dnnk S glafiAdi; 4 da,y 

Between meaL^ drink fruit juices or cat a piece of &uit 
Eat lots of fruits, vegetables and salads 

dCon as you finuih eatiDg, leave the table aad go hru&ti 
your teeth 
Use mouthwash whenever possible 

In my preferred embodiment, Uic »aiciK)ei' AJuiuuidUcd. 
to not skip any meals (and never miss breakfast); to limit 
refrncd -sugar intake (and read packaging labels); to avoid 
bcverag/jfi with caserne (te a, coUiSy cofTec, hot chocolate); 
and, if you must have tbem, drink or coffee out of a juice 
glass tLsiog a straw; and. NO alcohol. 

We de.<;cnhcri Hhnve fhe chan^ja in hlnnrt .^ig;»r levels 
caused by smoking and the physical and emotional respon^ie 
il has on the body. If your blood sugar level gels low, you 
win eidier Crave a dearettc or something sweet. In either 
Case, it will boost your blood sugar level for 10 to 20 minutes 
and then cau^ a cras>h, triggering another urge for a cigarette 
or a sweet. By eating 3 meals a day, you Will tend to have 
a stable bbod sugar levelj and this minimizes cigarcue and 
eating uxgcs. Eating protein with carbohydrates at breakfast 
sets the $tage for stable blood sugar levels all through the 
day. Protein with complex carbohydrates stabili^ges the blood 
sugar. 

I have a bo found it\uscful to teach persons Qtiitting 
smoking to carry a nodfood item such as a swizzle stick or 
a ]qw caloric food such as celery or carrot sticks. Use these 
to gratify any oral habit that has been developed by the 
conditioned rc&ponse of putiiog youi luiud lu yuur luouili 
250 times a day, as if you were a one pack a day smoker. 
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By providing the smoker with Xhl» kind of educational 
program, the smoker is able to consciously and analytically 
undersUind their need to smoke and to approach the decision 
to smoke, or to not smoke, in an analytical, dispassionate 
s maimer. 

Hypnosis. In addition to the conscious, analytical mind, 
one can aid the stop-smoking process by using the subcon- 
scious noind. In my invcmion, it is important to ums both the 
conscious mind— -via the cducadocal program discussed 

10 above — and the unconscious mind, with hypnosis. 

The subconscious mind doTfiidate^; your chinking and 
behaviors. It is programmed using repetition and the sub- 
oonsciouf; mmd basically behaves for two reasons. It tries to 
take you towards pleasure and it wants you to stay away 

15 from pain. For example, when you have a cup of co£5bc, you 
* grab a cigareiie; you get into a ear, you ymb a cigarette; you 
get Atuck at a lig^t, you grab a cigarette; you get a break at 
work, you grab a cigarette; you have a cocktail, you grab a 
t^i^Aictl^. If yuu iSK>i QAp^iicucx: tUi;:»g tu^ci^, you luny 

20 very often go many hours without havuig a cigarette. It is 
important that you identify these iicenes $o we can then 
break the oonnection of the cigarettes to the Bccnce. 

With hypnosis, the subconscious mind no longer aids the 
body to smoke more often, but rather aids the body to stop 

25 <>mokiag. duiing preciscrly those- periods when a smoker is 

accustomed to having a cigarette. Instead of the subcon- 
scious tt]aking Ihc body scream fur nicotine after a meal, or 
with coffee or alcohol, the suhcorifidoufi will help the 
smoker remain calm and pain free. 

30 When used to stop smoldng, I have found that in my 
prefecred embodiment, Ihe hypnosis focuses on interrupting 
"conditioned responses" generally, and specii&cally, on inter- 
rupting the rcf^on&B to ^oke. Conditioned responses are 
actions (e.g., reaching for a cigarette) motivated not by a 

35 consciously-jperceived need, but rather by unconscious 
habit. 

Is smoking more of a physical or more of a pftycholQgica) 
addiction? t'oi example, how many times have you gone 
two, three or four hours without even smoking ooc cigarette 
40 and then in anodjer hour you may smoke four, hve or six 
cigarettes? Why Is thai? ft is because certain events, or 
certain times of the day can trigger you to smoke a cigarette. 
iTierefore, it is necessary to break these unconscious 

cumiceliuub, aiid buch breakage uctiurii, 1 JounU, mcisi cfO- 
45 ciently iL<iing unconscious means^ypnosis. 

In my preferred cmbodtmeat of my ioveniion, the hyp- 
noeic is done in percon and in reinforood later with prere- 
corded media such as audio-tapes. 

Hypnosis techniques arc known in the art. In my preferred 
50 embodiment, I prefer the in-pcrson hypnosis to follow a. 
K^ix-step protocol. The six steps are (1) neuro-Unguisiic 
programming, (2) physical posilioniiig, (3) progressive 
relaxation, (4) occupying Thi^ cHrirjil/analytirifll Factor, (5) « 
process of suggestion, and (6) changing the language of the 
55 subconscious. 

fl) Neuro-1in£:uiscic programming is a technique known 
in the art. It is described in detail in the following works 
wrinen since the 1960's, 

I7ie Structure of Magic, M>ll — Richard Bandlcr/Jphn 
60 Grinder 

Thi? Structure ofMagic^ Vol.2'-Griader/Bandler 

Fatcertis <f Hypnotic Techniques cf M. H, EricJcs<m, VoLl 
Bandier/Cirinder 

Panems of Hypnotic Techniques of M, K Ericksan^ \61J1 
65 Grinder/Bandler 

ffvgy fnto Princes — Handle r/Orlnder 

yh2«ce/e?rmartt>/tt-— Grinder/Bandler 
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Usmg Your Brain for a Omnge — ^Richard Bandlcr 

Tune for a Change — Richard Bandlcr 

Persnmstfin Ertsineerift^c^ichMd Bandlcr/John La Vallc 

Tfw Adventures of Anybody — Richard Bandler 

Science and Sanity — Alfred Korzybski 

Uncommon Therapy — The Psychiatric Techniques of 

Efickson — ^Jay Haley 
Training Trances — ^John Ovcrdurf/Julic SiJvcrthoni 
My Voice Will Co Widi Ym — Sidney Rosea These arc 

incorporated herein by reference. 

(2) Physical positioning is importanu to mainuin ih<: 
subject m a state which is both relaxed, yet not sleep-prone, 

(3) Physical Positioning and Prcigresfiive Relaxation fol- 
bw the methods known in the art, instructing the subject to 
piogiessivcly relax each pari of their body This can be done 
with instructions to, for example, physically perform some 
act, or to mentally visualize some relaxing phenomenon. 

(4) Occupying tho critical/analytical factor is accom- 
plishtid in ray preferred cmbutJimcm by having the subject 
perforro certain tasks which both require some conscious 
attention > but also aio not: so difScuU or complex as to absorb 
the 3ubjc«t^s entire menu] capacity'. 

(5) IThe process of suggestion is important to repeat for an 
effective period of titxie — ^usuAlly ut least daily for about 
twenty ooc days. This time may. however^ be le&e whi^n the 
subject is relaxed, or is in a higbly-emotioaal state. 

(6) The last step is changing the language of the subcon- 
scious. 11}is is done by rcpeatins; a desired messai^e— e.g., "1 
am free from smoking" — often enough thai the desired 
message replaces an un desired message in the subconscious 
mind. For example, one technique is to ^ei friends^ 
coworkers, and family members to help you, by asking them 
to congramlato you fof not smoking. I'he best way to 
acoompJish this is to sdck your hand out to a friend or family 
member, asking that ptsrson to shake your hand and con- 
gratulate you for being a nonsmoker. When that person 
congratulates you, it is a positive reinforcement. The 
(former) smoker benefits trom this positive feedback^ and 
from knuNVing that they are doing well in stopping smoking. 

In another technique I found .successful, smoking in 
describcci as like having a best fUend. PsycholpgicaUy, tne 
cigarette is the support .that a friend gives you. Imagine 
having your best friend there for you and tbeo losing him or 
hci. Ywiu wuuld aut feel vciy ^ulkJ lusiug yuiir best trieud. 
However, if you discover that your best friend was abusing 
your children, most likely you would not feel the same about 
loising yoiir best friend. Vou Vr'ould atill bavc acme dOrt of 
attachment, but now you would l>e able to reason your way 
out of not having this person a.s a friend. In my preferred 
embodiisifnt, the oducatiooal program teachet: «mok«re to 
look ill bmuking in the same way. 

In my preferred emlx)diment of my invention, hypnosis is 
also administcied by lifacning to a prerecord c<1 a i id in .^^*pr 
which provides stop-smoking messages and positive feed- 
back for not smoking. Siich audio tapes are commercially 
available. In my preferred embodiment, I use an audio tape 
tided "Smoking Cessation," pvbb'shed by Vltamerica» Inc. 
Cedar Knolls* N J., www.vitamerica.com, to be listened to 
once every day for an elective length of time, generally 
about twenty one days. 

Dietary Substances. The third element of my invention is 
using proper dietary substances. These address the physi- 
ological needs of people breaking thetr physical addiction to 
nicotine. Further, one of Ihe biggest feais of smokers is that, 
m stopping smoking, they will gain excess weight, llius, in 
my pcefcucU embudimeult iu iiddltLLUi to the diuiary SUb^ 
stances that support normal form and functjoti while rcoov- 
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ering from a smoking addiction^ one also uses dietary 
fiubstances that support normal form and function for those 
seeldne weiehi-loss or to reduce weight ijain. lo ntiy pre- 
ferred embodiment, I recommend CIGSATlON^^ and 

5 TRIM SPEOFICS'^M, dietary supplements by Vitamerica, 
Inc., Cedar Knolls, N J., www.vitamerica.com. 

To aid the reader's understiinding, I will discuss first the 
biological ba&is of the smoking addiction: I will then discuss 
the dietary substances and the diet modif cations I have 

:0 found effective to combat the physical smoking addiction — 
the addiction to niooune. Finally, I will discuss dietary 
substances to control weight gain. 

What causes the addiction to nicotine? 'Hie nervous 
system is divided into two anaiomical divisions. The iirst is 

35 die cental nervous system, which is composed of the brain 
and spinal cord. The second is ihc pcriphcr»l nervous 
system, which includes neurons located outside the brain 
and spinal cord, which includes any nerves that enter or 
leave the central nervuuN system. Tlie peripheral nervouii 

20 system can be further divided ioto the efferent division, 
whose neurons carry signals away from the brain and ^inal 
cord to tfac peripheral tis5UCA| and the afferent division » 
Whose neurons bring information from the periphery to the 
central nervous system. 
2^ C^Terve impulsee ^ee tfaosmlued aJon^ a path of celie called 
neurons. The neurons form a knot-like mai« called ganglia. 
These neurons arc connected by a series of bridges. The 
bridge is called a synapse. In order to dross the bridge, a 
neurotransmitter is required. Before the nerve impulses 
.lu reach die relay station or I)ridge, they are mferred to a 
pre-ganftlionic neurons. After crossinst Ae synapse, they are 
icfcnod to aspost-ganglionic neurons. The basic neuroD-ans- 
mitters of the autonomic nejvouis system are acetylcholine 
and epinephrine. Acetylcholine mediates the tranftmission of 
35 nerve impulses across autonomic ganglia in both the sym- 
pathetic and parasympathetic nervous systems. 

Nicotine Receptors. These recxptors^ in addition lo bind- 
ing acetylcholine, also recog?iize nicotine. Nicotine initially 
stimulates and then blocks the receptor* There is a competi- 
tive inhibition taking place. In lay tcrms» the receptor has a 
greater amniiy for niciuiDe than lor acetylcholine. At the 
same time, nicotine increase^ the level of the neurotrans- 
mitter dopamine in a particular brain pathway which asso- 
ciates a mokcuhir link between nicotine addiction and this 
pleasure producing pathway. 'Ihls is why m'cotine causes 
such as strong physiological addiction. Recently, scientists 
at Yale and at the Pziatcur Instituia In Paris have found that 
the beta 2 sub unit of a known nicotine receptor in the brain 
is a critical component in nicotijie addiction. 

To eonabat this nicotine addiction, it ir ueefut to uAe 
lobelia. Lobelia injlaia (also known as Indian 'Jbbacco) is a 
plant. Iliis plant contains three nicoiine-like ingredients* ; 1) 
lrthrtb'n«. 2) kibcilRnidinc. and 3) IcbclaDine. On close inspec- 
tion of these three ingredients one can notice that all are 
symmetrical molecules. In other words, if you cut them each 
in half,, each half is the same. The otdy exception is with 
lobeline, which has a slight difEerencc on one side of the 
molecule. I refer to each of these three compoimds, their 
analogs, and derivatives, as "lobelia After cxplaim'ng some 
basic physiology, you will rjee why lobelia is important. 

Nicotine causes an increase in blood pm»»ure, increases 
intestinal motility, .stimulates the central nervous system, has 
an anti diuretic eifect (abilit>' to retain water), affects heart 
rate, affects respiration, is 'highly soluble and cro^^j; the 
blood-brain barrier, produces some euphoria (feeling of well 
being), arousal, relaxation, and ii irnprovet^ Htieniion, and 
crosses the placenta membrane and is secreted in the milk of 
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lactating women. The clironic effects of Nicotine include 
□asopharyrifical and bronchial irritation, lung cancer^ cardiac 
irregular idasj Etimtilaied eUivary secrctioa, nod tfi^ur.tinr\ nf 
gastric acidity. 

Let us now consider the structural lonnulas &>r the active 
constirucatB in lobeli*. Because of their basicHlly symrn**.rri- 
cal iunicture, it appears that they have an advantage in 
competing with nicotine at the effector cell site. It is po-S- 
hilatcH thai these components can attach themselves to the 
cell site Lrom either side of the molecule and perhaps crowd 
out the nicotine. Later, afler the nicotine is climinaied Crora 
the system, loheUne will replace nicotine at the effector cell 
site. While nicotine is rapidly eliminated from the body 
within 1 6-24 hours, the withdrawal symptoms can last for 
several wcckfi to several months, depending upon the iadi- 
viduai. 

Lobelia's action in the body mimics that of nicotine, but 
does noi have the physlobgical dependence of nicotine; 
Lobelia exhibit:!! a cross tolerance with nicotine, is one ot ihe 
most useful systemic relaxants, has a relaxation effect on the 
central nervous system, has a relaxing action on the auto- 
ijomic (iCi-vouA system, ha^ a general rcltt?(iTig aetion oa 
neuromuscular action, is a powerful respiratory stimulant, 
equalizes circulation and relieves vascular tension, provides 
a truly holiatic action with a oombioatioa of atimuUtioD and 
relaxaticm, and also provides the holistic action of a general 
relaxant with diffusive siimidation. 

Recently, ^i<nti(^ti; iti Japan have discovered an aaLidc- 
pre«sant component in the leaves of lobelia inftaia. This 
probably explains wliy individuals feel bettor when taking 
lobelia. 

Given this phys-iology, the physiologic needs of a smoker 
can be addressed using bbelift. In addition to lobelia, I have 
found that other hcibal subsUnces are useful as dietary 
substances. Tbus, in my preferred embodiment, lobelia is 
used along with wood be tony, fennel seed and licorice root 
and scvc^ral other herbs. In addition to these vitamin-type 
nutritional supplements, in my invention one oeeds lobelia. 
Lobelia is also known as, Indian tobacco or wild tobacco a.nd 
is native to North America. It includes three component^ 
signltlcani bere: loDellne, lot>clanldln6 and lobelanlne. It is 
pharmacologically similar to nicotine, but does not have 
nicotine's physiological dependency. 

In my prerenal] emlx^ifjteui uf my iiiveuLiuu, I hdvc 
found it beneficial to include certain other supplements 
derived from plants and herbs. £ach the individual ingredi- 
ents improves the fiinction of lobelia alone, as cacb provider 
a specific Action to enhance the cfQcacy of die prodtict. 

Wood Betony. Wood belony is used for its sedative and 
bitter pr0perti«3. ItG unti hypftrtert?;ive properties relieve 
nervous tension and dilate blood vessels, thus producing a 
calming effect Wood betony can relieve headaches normally 
asfioctated with nicotine -wltbdrawal. Its txluer tonic proper* 
lics> also aid in nicotine withdrawal. 

Fennel Seed. Fennel seed has been recognized to have 
carminative and stimulant prppenies. It has been reported to 
have a spasmolytic etfect on smooth muscles. As a result, it 
can be used for dyspeptic discomfort^ gastrointestinal dis- 
comforts and cOHKCiition of the upper respiratory tract. Since 
chain smokers normally have a smoker's cough resulting in 
ccngesticm of the Ivngs, fennel seed can aid in treating that 
canges»tic)n. One of the constituents from the volatile oil 
expressed from fennel is anclhol. Anethol has been shown 
experimentally to reduce secretions of the upper respiratory 
tract (i.c., lungs). 

Ucorice Root. The m^tjor active ingreaient in licorice root 
is glycyrrbizin. The glycyrrhizm is responsible for a vaso- 
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pressor response, which is similar to that occurring in 
nicotmc. Ho>yever, while it mimics that response, it also 
nthihils anli-inflammaiory and an antitussive effects thai is 
comparable to codeine in potency. This is due to the deriva- 

5 live IS Beta-glycyrrhctinic acid which prevents smoker's 
coTiEh. In addition, the flavonoids in licorice root have 
recently been shown to have strong antioxidant and aoti^ 
hepatotoxic aclivilicij, The.se activities will help cleanse the 
body of the free radicals antJ other toxic substances gcncr- 

10 ated from smoking. Licorice extracts are often used in 
anti-smoking preparations ^ a tlavorlng agent to mask bitter 
nauseous or other tmdesirable tasiies from other components 
of the preparation. Licorice can also be used to treat stomach 
irritation arising from nicotine ti^ge. 

15 In addition to the foregoing, 1 have found it useftil to use 
also blue cohosh, black walnut husk, chamomile flower, 
gom kola leaf extract, kava kava root, peppermint, sarsapa- 
rilla root, slippery elm bark, valerian root;, bay berry fruit, 
inyrrli^ piiSf^iuu iluwei, ^ugei * uljI ^'jJ cuc^ypru2 oil. Thus, 

20 in my preferred embodiment, I use each of these, for the 
following reasons. 

Blue Cohosh, It ha;* dfrmrtrtftti-iited aoti Lnflammatory 
activity in animals. Blue cohosh can be used for nervous 
disorders. 

2S Blnok Walnut Huek. Black walnut husk is a blood eUansef 
and oxidizer. It has been shown to be useful in limg disease 
and has strong anti-fungal ar>d antibacterial properties. It is 
H rich rlip.iary sniircp. nf prnlcin, iodine, chromium, 
potassium, manganese, vitaoDin A and the powefi\j1. antioxi- 

30 dant vitamin C. 

Chamomile Flower. Chamomile flower has essential oils 
that contain a variety of glycosides, and otiier important 
constituents and chemically related compounds. Several of 
the therapeutic constituents of the volatile oil are chamazu- 

35 lene and alpha bisabolol oxide A. Chamazuleoe hmis dem- 
onstrated and-inflammatory activity, pain relieving, wound 
healing, antispasmodic and anti-microbial properties. Alpha 
bisabolol has anti-infiammatorj', anti-microbtal and anti* 
peptic activities. Matricin has been found to have a sutB- 

40 cienlly stronger anti-Infiammatory effect than chamazulene. 
OotU Kola Leaf Bxixaui. Tl4e gulu kul;i leaver* (ajuUuu 
properties that have been shown to accelerate wound 
healing, improve memory, relieve fatigue and stress, 
iuuie^iM; uieutal acuity aiid iili(;iL0Ve behavioral patteoTs- 

45 This produces a calming effect within the body, thereby 
relieving the stress associated with m'cotine withdrawal 
symptoms. 

Kava Kava Root, The active ingnsdiems in kava kava root 
are a group of compounds known as the kavalaclohcs. They 

50 ave recogni:c6d for their biological activity as a sedative, 
anti-convulsive aiKl Ionic. Additional conslituenis in kava 
kava root have demonstrated muscle relaxant activity and 
have been used for their ability lo combat nervous anxiety 
and unrest Kava kava also bas expectorant properties. This 

55 allows the heavy smoker to expectorate residual mucus from 
the iimgs. 

Peppermint Peppermint yields a volatile oil that is com- 
posed mainly of menthol. Mbnthol has long been recognized 
4s a coolinjK ag^t in topical preparations. Also present are 

60 many other ingredients, some of which have been charac- 
terized lo have biological activity. One such constituent is 
bisabolene, which has demonstrated to have anti- 
infiammatory activity. Other constituents in peppermint 
include fiavonoids such as be-speretin and rutin. Also present 

6S are tocopherols, carotenoids, choline and azulenes. Azulene 
isolated from peppermint nemonstrated anU-inllammatory 
and antinuclcar effects in experimental animals. Peppermint 
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oil l& ejcienaively used as a flavoring agent, canninacive, cose available for energy proclucu'on, oplimiising eoergy 

antisqjlic and local anesthetic in cold, cough and ovhcr output so thai you feel healthy and alive. 

preparaLlofls. Popponnint and their oilis have be«n Xiwed in rhrnTniiiTn is the ^'niflxtisr*' nutrient Fnr controlling blood 

traditional medicine as a stomachic, stimulani, antiseptic. sugar. It helps overcome sugar cravings, which is a problem 

local anesthetic and anlispasitiodic in ueating iodigestlon, s ^^^^ many overweight people. It also plays an importanl role 

sore thm^t, rtaunea, diarrhea and colds.* in controlling blood HpLds, lowenng harmful LDl- 

SarsapariUa Root. The major componeni of sarsaparilla is cholesierol, and increasing beneficial HDL cholesterol 

a variety of steroid, which include sarsasapogcnin, Research shows that a chromium deficiency may be a 

snnlagcnin. sitosterol, sti^ast^^ and pollina.tanol and ^^^^L'^L^^^ 

lhetrglycosidcs(saponins)mcludm^^ 10 ^ k.k of chromium cao i.«pak insuliTfunctionX^^^ 

smilasapomn (^mdacio), sarsapanlloside and sitosterol glu- ^^^i^^^^^ ^^^ein synthesis lud energy production. More 

ooside, SafsapariUa js reported to have hepatoprotcctivc, seriou-olyT it can evoo lead to type U dfobetes and heart 

diuretic and anil- mnam mat ory activity. disease 

Slippery Elm Bark. The principal constituent of slippery preferred embodiment, the chromium is a form of 

elm bark is mucOagc. The mucilage has deinulcent is chromium commcrciaUy available under the trade name 

(soothing) and nulnnvc properues. It can sometimes be used CHROMIUM CHELAVITE'", available from Vitamerica, 

10 soothe irritated lungs- Inc. of Cedar Knolls, N J. 

Valerian Root. Valerian root has a variety of constituents The most biologically active form of dwomium, the true 

but ihe naajor one, vaierenic acid, promices a nerving or GIF ctiromium, is the basis for the molecular stmcturc of 

sedative effect. Valerian IjasCNS depressant activities. As a 20 CHROMIUM CHELAVITli'^", Studies on CHROMIUM 

result, in suies of agitation jionnally witnessed by smokers CJlELAVlTE'*^*^ at a leading Utah university have shown 

during wunarawal, thi'JS will have a uilmingeO'ecL U has also ihat this f{)rm of chjumium is clearly superior to btJtb 

been shown that in conditions of fatigue, the herb has chromium picolinate and chromium.polynicodnatc in absorb 

demonstrated sdmulating properties. ability. It bad an absotpdon rate that was 53% greater than 

. BnyboLiy Fiuit. Buybetiy Iiuil b<i^ bceu leeu^iilzed lu 25 fui vluuuiiuui piuuliuaLc aiid 91% ^calct thou that ub^iveJ 

have a tonic effect. for chromium polycucotinatc. 

Myrra. Myrrh is reported to have astringent eilects on Choline. Choline is one of the mi^i beneixcial nulnUonal 

mucus memb^ajieii. It in of ten usutd ast a Hivae campOn&Tyt to i;uppli^n)ea(j^. Tts^-^hnicttlly, it 3^ n<>t ^ vit;imin, even though it 

mask biuer ingzedicnis. It has also been used as a stimulant is csscndal for human life. There are three major functions 

and expectorant. The expectorant propcrdcs will help the 30 of choline among humans, It is aeeded for building cell 

smoker remove mucus and phlegm from the lungs. stnicmre. it prevents or minfmizes unhealthy fat deposnb^ in 

Passion Flower- Passion flower contains indole alkaloids, the liver, and it acts as a precfureor to acetylcholine, Acetyl- 

flavono'^ds and steroids, Hic itidolc alkaloids and flavonoids choline is a neurotransmitter in the brain which is re$pon- 

have tranguilizine effects. Anxiolytic and hypotensive activ- siblc for nerve impulses, memory, learning, mood elevadon 

ity has also been reported. 35 and depression control. 

Giagcr Root. Ginger root is used to combat nausea and Choline has a very positive e&'ect on the health of the 

vomiting, which may accompany nicotine withdrawal, liver. Et is a lipotropic afieni (fat eliminator) that can cut 

Eucalyptus Leaf Oil. The leaves contain 0.05 to 3.5% oil away fats in the liver to be used instead of eneigy. Choline 

Theoilconaistsmostly ofeucalyptol(l,S-cineole),Itisused aids in weight loss by facilitating Growth Hormone (GH) 

in an and-smoking formula as an expectorant to help remove oo releasers, controlling chole«>1erol, and helping control the 

mucus trom tbe lungs, appetite. It also helps reduce the *'gut transit time", the 

In my prefcnod embodiment of my invention, these amount of lime it takes food to move through the intestines, 

djeucy .substances are used as found in CIGSAllON''" In addition to helping speed food through the system, 

IW^ Natural Cigarette Replacement System, commerciady cboltne also plays an important role in the body's ability to 

available from Vitamerica, Inc. Cedar Knolls, NJ. 07927, 45 metabolize fat and cholesterol- 

www.vitamerica.coof). Each of these dietary substances adds Inositol. Inositol is a member of the B complex of 

to the bcaeHi ubiaiiied fiuiu usiug lubelia aluue. vitamins, It provides a calming effect^ nourishes brain cells, 

In addition to addressing the physical nicotine addiction, helps reducw cbolcsieioi, slows anc^ hardening, prevents 

1 find it useful to address the smoker's fear of excessive eczema, and is needed for h«ir growth and metabolism. It is 

weight gain, by usiog a "weight control product," a dnig or 50 found in high conccotrations iti the brairt, a^id i^vve* 4 

dieury substances useful in controlling unnatural weight brain eel] membrane stabilizer. Inositol also helps in lecithin 

gain. Such dietary substances include chromium, choline, formation, and akls the body in the metabolism of fat and 

inofiilol,-van)idivm, gyncma syivestre, locIthiQ, vitamin B6, c»huItt:;t»rol. 

giniscng. zinc, mahuang, kola nut exuraci, spirulina, and Vanadium. A trace mineral like chromium, vanadium is 

methionine. Several of these arc known physiological 55 essential for cellular activity and for the formation of bones 

stimulants^ which iocrea.se Ihermo^nesis in the hnHy anH anH te.ftfh. it also inhibit* thrti synthesis of cholesterol and 

.thus promote expending calorics. I will discuss each in turn, lowers certain forms of high blood pressure. It works 

and its usefulness in a weight-control product. remarkably well as a powerful insulin mimic and has been 

Chromium, What is chromium? It's the mineral ihal no shown to normalize blood sugar levels, even in diabetics, 

body caci afford to be without. Like iron, copper and zinc, 60 Gynema Sylvcstrc, This tropical herb is beginning to 

chromium is one of the 16 essential trace minerals the body receive much attention due to impresifiive results in recent 

needs to keep healthy and fit- And for people who are smdies. Gynema Svlvestre appears to have a positive effect 

ovexwcighi and out of shape, chromium may be the most in lowering blood sugar levek, e.speci8lly in diabetics, 

precious, mineral of all. In its biologically active form, it Research also suggests that it can help curb sugar ab*iOrp- 

bclps insulin to metabolize fat, convert protein into muscle, 6$ tion. 

and convert sugar mio energy. <j:hromium-activated insulin Lecithin, Lecithin is pan of every single cell in the body, 

actually increases almost twenty times the amount of glu- but has its greatest concentration in ttic brain. About 17-20% 
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of ttie brain is made up from lecithin. Lecithin is an 
emulsificr. U is used in ihc manufacture of chocolate, 
bccauoe it keepc ti liquid and it kt^epfi it moving. IjC'-cilfaiD 
doc?s the ^me thing for the fat in the human body; it kt»p$ 
it moving, righi out of the body, 5 

LeeiUiin Is i. naiuraJ diurciic. and r.fFi>riivr* rhnlesteml 
reducer. It helps pfuvciit the buildup of cholesterol on 
artcri&I walls, dius improving the circiUatioo of the blood. 
One study that examined 900 men for alherosclcrosls (fat 
deposits in the arteries) stowed that those with more than 10 
36% lecithin in the blood had no atherosclerosis. Those with 
less than M% showed evidence of the disease. 

Leciil'iin is also the source of two of the hardest to find 
B-Complex relatives, cholioe and inositoL A major function 
of lecithin is to supply cboUT3c in the diet. Choline (see entry) 15 
has the tunction of breaking down tat deposits in the body. 
Our bodies do not manufacture enough choline. Therefore, 
we musl rely upon our food and supplements such as lecilhin 
to make sure ihsiv we gei enoiajti. 

\^tamin B6. Vitamin .B6 aids in more bodily functions zo 
than any other single nutrient. It facilitates the body's use of 
tailx>liydr^te^, proteiii.s and fats. It promol^^.s mcnwl pcrfoc- 
mance by aiding in the transport ot: amino acids, which arc 
used by the brain to increase meniat energy and memory. It 
also pKuxLOU^d the traiisport of cholioe, and aidu ia the 
breakdown of glycogen., the primary fuel for the brain. 

Ginseng. For ceTiturie^, the Chinese have tesliiied to the 
bencficisJ effects of Ginse-ng on locngPVjTy f^insenc provides 
Stimulation to the entire body, helping to overcome stress 
and fatigue. Ginseng can regulate and normalize blood 30 
ptessure and blood sugar levels. It has been called a cure-all 
and has also been claimed lo be a mild sexual stimulant 
Over all. Ginseng ha& a phenomenal effect on the body^s 
energy level. 

Zinc. Zinc is another important trace mineral that is used 35 
by more than 200 enzymes to keep the body's n:iajor 
metabolic Systems going strong. Ifl addition to its role in 
metabolism, zinc is a potent antioxidant, profoundly impor- 
tant m unhancipg the innmuoe system, stimulating cellular 
growth, reducing excess levels ot* damaging fitee radicals, 40 
and improving generaJ neaith. 

Mahuang. Mahuang, also Icnown as ephedra^ contains a 
potent alkaloid^ ephedrir;e. This natural stimulant increases 
the basal metabolic rate, wlileb helps to burn c<tlories more 
effectively. It has also been iL<;ed as a remedy for kidney and as 
bladder probilems, as well as for colds, asthma, and hay 

Kola Nut Extract, This is a natural stimulant that increases 
energy and stamina. It has been found to be very useful in 
preventing fatigue. Kolu Nut Exlr^ivl ako $ict6 %6 a tonic 50 
agent for the heart, and il Vi »)metimc^ u;>ei;ul in relieving 
pain, neuralgia, and headache. 

Skpiruljn^- '11)19 fa^ed bluc-green algae cnnraint conccn- 
tradons of nutrients unlike any other single grain, plant or 
herb. This super nutrient is a naturally digesdble food that 55 
aids in pmtecting Ihc immune syf^tCm. in cholesterol reduc- 
. tion and in mineral absorption- It also helps to cleans and 
heal, while also curbing the appetite. 

Methionine. Methionine is an amino acid thai assitiitH the 
gall bladder Jninction by helping to synthesize bile salts. It is 60 
a lipotropic substance that prevcats the deposits of and 
cohesion of fats in the liver. It is also reported to be a growth 
hormone releaser. 

It seA'es as an antioxidant in the brain. It helps prevent the 
buildup of heavy metals and plays an important and essential 
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role in the production of the braia neurotransmitter choline. 
Methionine is not found in the txxly. Therefore, il must be 
gnrf«n viji fnoH and juipplemeutation. It is also a aood .source 
of sulfur, and its therapeutic lipotropic effects help lo elimi- 
nate fatty substances from the body. 

Each of these dietary substances can be found in TRIM 
SPECIFICS'^", available from .Viiamerica, Cedar KnoIIfj, 
NJ,, www.vitamcrica.cora. 

Without fur tlicr elaboration, il is beUeved that one skilled 
in the art can, using the preceding description, utilize the 
present invention 10 is fullest extent The examples I discuss 
here are included as the prc&rred embodiment of my 
invention, and not to &nbcr qualify the description. 

I claim: 

1. A method for helping n tobacco smoker to stop 
smoking, saia method comprising the ^teps of: 

(A) providing to a tobacco smoker a non-conditioning, 
educadonal program to educate said tobacco smoker's 
conscious mind, said cduciLiional prugratu iiicludui^ 
education both on the disadvantages of smoking and on 
conscious techniques to stop sn^oking, 

(B) providing to said tobacco smoker at least one hyp- 
nosis program to train said tobacco smoker's suboon- 
scious mind to discourage said tobacco smoker from 
performing smoking behavior, and 

fC) providing to said tobacco smoker an anti-smoking 
drug in an amount effective to aid in the reducdon or 
cessadon of said tobacco i^muKer^s cravlx^ lu Muuk« 
tobacco, 

such that .said tobacco smoker can be helped to stop 
smoKing. 

2. The method of daim 1, where said hypnosis program 
comprises prerecorded media useable by said tobacco 
smoker when alone. 

3. A product to aid a tobacco smoker in ceasing to smoke 
tobacco, said product comprising; 

(A) means fbr educating said lobacseo smoker consciuu^i 
mind, said educational program including non- 
conditioning education both on tlte disadvantages of 
onaotring and on consoiouG tochniqueG to utop GmokiAg, 

(B) means for hypnosis tci train said tobacco smoker's 
subconscious mind to discourage said tobacco smoker 
&oin porforming dmokung bchitvior, and 

(Q an and^moking drug in an amount eHective to aid id 
the reduction or cessation of said tobacco smoker's 

er&vjtvg to »mokc tobacco. 

4. The product of claim 3, where .said means for hypnosis 
comprises prerecorded media useable by said tobacco 
smoker when alone. 

5. The method of claim 1, furtlicr comprising the step of: 
(D) providing to said tobacc:o smoker, at least one weight- 
conU-ol product, id an amount effective to aid in weight 
controL 

6. The method of claim 5, where the weight control 
pTt^duct includefi at lea.9t one stimulant in an amount effec- 
tive to aid in weight control. 

7. The product of claim 3, further comprising: (D) at least 
one weiicht-control product in an amount effective to aid in 
weight controL 

S. The product of claim 7, where the weight control 
product ineludes at least one stimulant in an amount efFec- 
tive to aid weight oonirol. 

>► *f * * ♦ 



